MPOTOKOJ Ne 1

OT 3aceqaHus Ha KOMHCHs, HasHauena cbe 3amosex Ne 93 or 18.05.2015 r. a YnpasuTens Ha
..CBAJIO3 — Co¢us obmact™ EOOJ] na 0TBOpH, pasrie/ia, OLUCHH U KIacHpa NIPeCTABEHUTE obepru B
OTKpHTA TpoLeypa 3a Bb3jlaraHe Ha oOILIeCTBEHA MOPbYKa C MpeaMeT: "JlocTaBKa Ha JeKAPCTBEHH
npoaykTH 3a myaaure Ha "Cnenmanmsupana 00JHHIA 32 AKTHBHO JedeHHE HA OHKOJIOTHYHH
saboasiannst — Codusi o6nact” EOO/L, no obocodenn mosuuun' ¢ yHUKaleH Ne B AOIT 00288-
2015-001, otkpura ¢ Pemenue Ne 70 ot 02.04.2015 r., ¢ nyGaukysano Pemenue 3a npoMsHa Ne 372 or
30.04.2015 1. na Ynpasurens Ha ,,CBAJIO3 — Codus obnact* EOO/L.

L Ha 18.05.2015 ., or 11:00 uaca B 3acesarennara 3ama B crpanara Ha ,Crenuanu3upana
GoTHMIIA 32 AKTHBHO JeYeHHe Ha OHKoTorudHu 3abonssanus — Codus obnact™ EOO]I, Haxonsa ce B
rp. Codus, Gy "Croneros" Ne 67, Ha ocHosanue 3anosen Ne 93 ot 18.05.2015 r., KOMHCHS B CBCTAB:

Ipencenaren: Jimwmis Jlukosa — [71aBeH CYETOBOUTEN
Usenose: 1. [luana [Terposa — Havanuuk anteka - CBAJIO3
2. n1-p Jlamuo Capannes — Hauanuuk OO0TI" - CBAJIO3
3. Enena Crounkosa — OPC - CBAJIO3
4. n-p Maxcuwm [aiizes — Hasamauk OOX — CBAJIO3
5. 1-p Anpuana ®epaunannosa — Hasamuk P/IB - CBAJIO3
6.JInana ['eopruesa — MPaBoOCIOCOOCH FOPUCT

(HapuyaHa I0-70J1y B HACTOSLIHMsA MPOTOKOI Komucusara®) 3amouna cBosita pabora B OTKpHTa
110 BHJI IPOLIEypa 3a Bb3jlaraHe Ha oOLIECTBEHA NOPBUKA C MPEAMET: "JlocTaBKa HA JIeKAPCTBEHH
npoaykTH 3a Hyaaure Ha "Croeumammsupana 00JHHIA 32 AKTHBHO JeUeHHE HA OHKOJIOTHYHH
sabonsisannst — Copust obact” EOOL, mo obocobenn mo3uumn"', pasieneHa u oGocobena B 212
Opost caMOCTOSTETHO 000CO0EHH MO3HIHH.

Bb3 OCHOBA Ha MOJIydYeHHs CTMCHK no wi. 68, an. 1 or 3akoHa 3a OOIIECTBEHHTE MOPHLUKH
(3011) Komucusita yCTaHOBH, Y€ B ACTOBOJCTBOTO Ha .CBAJIO3 — Codus obnact EOO]I, B ykazauus
CpoK, ca rofajaeHu odmo 12 (mBananeceT) opepTH OT ClICAHUTE YHACTHUIIH:

I. BYJI BUO — HIBIB* EOOJ - ¢ opepra BX. Ne 320/ 08.04.2015r.; 15.00 yaca; O6. mo3. Ne
1;

2. ,DAPMAITPO* OO/ - c oepra BX. Ne 392/ 12.05.2015r; 10.10 gaca; 06.mo3. Ne 32;

. MC ®APMA* AJI - ¢ odepra Bx. Ne 393/ 12.05.2015r; 10.30 vaca; O6.mos. Ne 12, 13, 15;

4. ,,COPAPMA TPEMAMHI AJl - ¢ opepra Bx. Ne 394/ 12.05.2015r; 12.40 gaca; 06.mo3. Ne
2.3.4,10, 11, 14, 15, 16, 17, 18, 20, 23, 24, 25, 26, 28, 29, 30, 31, 32, 33, 34, 35, 36, 37, 38,
39, 42, 43, 44, 45, 46, 47, 48, 49, 50, 53, 54, 59, 60, 63, 65, 67, 68, 69,70,71, 72, 75, 77,
78. 80. 82, 84, 85, 87, 88, 93,94, 100, 101, 102, 103, 104, 105, 106, 113, 114, 119, 120, 121,
122, 125, 128, 129, 131, 134, 135, 136, 137, 139, 140, 141, 142, 144, 145, 146, 151, 153,
159, 160, 161, 162, 164, 165, 166, 167, 168, 170, 171, 172, 174, 175, 176, 178, 179, 183, 184,
185, 191;

5. ,Ton Xocnuraa Cupsuc* AJl — ¢ odepra Bx. No 395/12.05.2015r.; 13.10 gaca; 06.mo3. Ne 33,
36,42,43,75.;

6. ,THbPFTOBCKA JIUTA - HAII* A/l - ¢ odepra BX. No Ne 396/ 12.05.2015r.; 13.28 yaca;
06.103. No 11, 45, 88, 90, 97, 98, 99, 102, 107, 132, 134, 155;

7. WMEJEKC* OOJ — c opepra BX. Ne 397/ 12.05.2015r.; 13.30 waca; 06.m03. Ne 2, 7, 17, 20,
21,27, 31, 32, 34, 39, 41, 45, 47, 50, 51, 52, 56, 57, 59, 62, 63, 64, 66, 67, 68, 69, 72, 73, 74,
77.78.79. 80, 86,91, 98,99, 100, 101, 103, 104, 106, 108. 110, 114, 120, 121, 138, 140, 146,
148, 158, 168, 175, 180, 181, 195, 196, 198, 200, 201, 202, 203, 204, 205, 206, 207, 208, 209,



8. ,DAPMHET* AJl — ¢ odepra Bx. Ne 398/12.05.2015r;13.33uaca; 06.no3. Ne 4, 9, 10, 11, 17,
22,24, 25, 26, 28, 30, 32, 35, 38, 42, 49, 54, 57, 59, 62, 67, 77;

9. ,MAPHUMIIEKC-7,, EOOJ - ¢ opepra Bx. Ne 399/12.05.2015r; 14.204aca; 06.mo3. Ne 39,
45,47, 182;

10. ,,®bOHHUKC ®apma* EOOJ — ¢ odepra Bx. Ne 400/12.05.2015r; 14.304aca; 06.1m03. No 2,
4,7,9, 10, 14, 16, 18, 19, 25, 26, 27, 28, 30, 31, 32, 33, 34, 35, 36, 38, 39, 42, 43, 45, 46, 47,
49, 50, 52, 54, 55, 57, 58, 59, 63, 64, 66, 67, 68, 70,71, 72,75, 76, 77, 78, 79, 80, 81, 83, 85,
86, 87, 88, 89, 90, 91, 95, 96, 97, 98, 99, 101, 102, 103, 104, 105, 106, 107, 108, 110, 111, 112,
113, 114, 115, 116, 117, 118, 119, 120, 121, 122, 123, 125, 126, 127, 129, 132, 137, 138, 139,
145, 146, 147, 148, 152, 154, 155, 156, 157, 158, 159, 163, 164, 168, 169, 177, 182, 186, 187,
188, 189, 190, 191, 193, 194, 210;

1. ,EKO®APM“ EOOJ - ¢ odepra Bx. Ne 401/12.05.2015r; 14.44u4aca; 06.1m03. Ne 5, 6,7, 19,
23,41, 51, 59, 62, 80, 109, 114;

12. “AJITA ®PAPMACIOTHKBJIC* EOOJI - ¢ opepra Bx. Ne 402/12.05.2015r; 14.504aca;
06.1103. Ne 2, 8, 25, 26, 28, 30, 38, 49, 54;

Ha sacemammero Ha KommucusTa IHICBAXa NPEACTABHTENH Ha (QUPMATE YYaCTHHLM B
[poLe/ypaTa, KakTo W MpeJCTaBHTeNH Ha CPEJICTBATAa 33 MAacOBO OCBEJOMSBaHE M HA FOPUIMYECKH
JIAIA ¢ HECTOMAaHCKa el

IIpeacenarenst u wieHoseTe Ha KomucHsTa noamucaxa AeKiapamyy mno @i 35, air. 3 ot 30I1.

11. Cb0Gpa3HO M3UCKBAHMATA Ha 4. 68, an. 4 n an. 5 ot 3011, xoMucuATa OTBOPH OPEepTHTE 1O
pejia Ha TAXHOTO MOCTHIIBAHE:

1. Komucusita otBopu odpeprara Ha ,bYJ BHO — HIBIIB* EOO/ u koHCTaThpa, 4e €
Mojia/ieHa B 3aredaral Helpo3payeH UMK, C HeHapyIIeHa LAJIOCT, B ChOTBETCTBHC ¢ wi. 57 0T 30I1 1 ¢
M3HCKBAHMATA HA BB3JIOJKHTENs, ChAbPIKALl OTACIHH 3aleyaraHy IUIMKa ¢ HAHMEHOBAHHE CHOTBETHO
[Tk Ne 1 ,,JlokymenTs 3a nondop” 3a O6ocobeHa mo3umus Ne 1 -1 (emun) 6p., 1 (exun) Op. [Tmuk Ne
2, Ipeanoxenue 3a u3mbaHenne Ha nopbukara” 3a O6ocobena nosumus Ne 1 1 1 (exun) Op. ITmax No
3 Jlpeanarana nena” 3a O6ocobena mosuuus Ne 1. Tpuma ot uieHoBeTe H moamucaxa UMK Ne 3
"IIpemnarana uena" no OGocobena mosuius Ne 1 Ha y4acTHHKA.

3acenanueTo Ha KomucuaTa npoasku ¢ orBapsHe ik Ne 2, TIpennoxenne 3a U3NbIHCHHE
Ha MopbYKAaTa“ 1O TopernocodyeHara obocobena mosumus Ha yuactHuka "BYJI BHO - HI3IIB*
EOO/I u TpuMa OT 4IeHOBETe Ha KOMHCHATA NONKCAXA BCHIKH JOKYMEHTH, ChABPYKAIIH CE B HETO.

Komucusita oteopu muk Ne 1 . JIoKyMeHTH 3a nof0op” Ha y4acTHHKA, OTIOBECTH 1OKYMEHTHTE,
KOMTO TOil ChIbpKA U MPOBEPH CHOTBETCTBHETO WM C MPHIOKEHHS OT y4YaCTHHKA CIMCHK M0 9L 56,
ar 1,1 14 01 3011,

2. Komucusita otBopu odpeprara na ,PAPMAIIPO* OO/l u xoHcratupa, 4e € INOJajaeHa B
3anevyaTal HENpo3payeH IUIMK, C HEHapyIIeHa LSUIOCT, B CBOTBETCTBHE C Wi 57 OT 30I1 u ¢
U3MCKBAHHUATA HA BH3JIOKHTEIS, CHIBPIKAIl OTAEJIHY 3aledyaraHy [UIMKa ¢ HAHMEHOBAHHE CHOTBETHO
ITuk Ne 1 ,,JIokyMeHTH 3a noadop” 3a OGocobena nosumus Ne 32 - 1 (emmn) Op., 1 (eann) 6p. Ilmax
Ne 2 . ITpeniokeHne 3a H3NbIHEHHEe Ha MOpbyKara” 3a O6ocoOeHa no3uums Ne 32 u 1 (eauH) Op. [Tnuk
Ne 3 ,JIpemnarana nena” 3a OGocoGena mosuuus Ne 32. Tprma 0T wWieHOBETE i MOAMHCAXa IUTHK Ne 3
"[Ipeanarana uena" no OGocobena nosumys Ne 32 Ha y4acTHHKA.

3acenanmeTo Ha KomucHATa Npoab/ku ¢ oTBapaHe WMk Ne 2, IIpeanoxenne 3a U3NBIHEHHE
Ha MopBYKaTa‘ 110 ropernocoyeHara 06ocodeHa MO3HIHS Ha yHaCTHHKA ~PAPMAIIPO“ OO/ u Tpuma
OT YJIeHOBeTe HAa KOMUCHSITA NOIMKHCaXxa BCHUKH J0KYMEHTH, ChbpiKallly CE B HETO.



Komucusta oTBOpH MK Ne 1 ,,JIOKyMeHTH 3a oA0op™ Ha y4aCTHHKA, ONOBECTH JOKYMEHTHTE,
KOWTO TOM CBHIBP)KA U IIPOBEPH CHOTBETCTBAETO MM C NPHJIOKCHHA OT yJaCTHHKA CIHCHK IO WL 56,
an. 1, T. 14 or 30I1

3. Komucusita otBopu odeprara na ,MC D®APMA* AJl ¥4 XoHCTaTWpa, 4e € MoJaaeHa B
jameyaraH HeMpo3padeH IUIMK, ¢ HEHapylleHa II0CT, B CHOTBETCTBHE C . 57 or 30I1 u ¢
M3MCKBAHMSTA HA BBH3JIOKHTENS, ChABPIKALL OTIETHH 3aledyaraHd MIMKa ¢ HaMMEHOBAHHE CHOTBETHO
[Tnux No 1, JlokymenTu 3a nogbop™ no O6oco0eHn NO3HLKEH Ne 12, 13, 15 - 3 (tpn) 6p., 3 (Tpn) 6p.
TTnux Ne 2 . Ilpenosxkenue 3a H3IbJIHEHHE Ha OPbYKaTa’ 110 O6ocobenn nosumun Ne 12, 13, 15 u 3
(tpm) 6p. Tlnuk Ne 3, JIpeanarasa uexa” 1o 060cobenn nosunuu Ne 12, 13, 15 . Tpuma ot wieHoBeTe
# monmucaxa makose Ne 3 "Ipenarana nena" no O6ocodeHH NO3UIHH Ne 12, 13, 15 Ha y4acTHHKA.

3acenanuero Ha KomucHsATa MPOAB/KH C OTBAPAHE HA ILTHKOBC Ne 2 ,llpennoxenue 3a
M3MbJIHEHHE HA MOphYKaTa® 10 ropernocoyeHuTe 000CO0CHH MO3HUMH HA y4acTHHKA wMC ®APMA*
AJI ¥ TpHMa OT WICHOBETE HA KOMHCHUATA MOANACAXA BCHYKH JOKYMEHTH, CHABPKAIIHA CE B THX.

Komucusita orsopu mmkoBe Ne 1 ,JIokymeHTH 3a noxbop” Ha Y4YaCTHHKA, OIOBECTH
JOKYMEHTHTE, KOUTO ChABPIKAT H IPOBEPH CHOTBETCTBUETO UM C IIPUIOKCHHTE OT y4YacTHUKA CIIUCHIHM
no wi. 56, ax. 1, . 14 ot 30IL.

4. Komucusra orBopu odeprara Ha ,,CODAPMA TPEUJIUHI A/l u KOHCTaTHpa, 4e €
MoAeHa B 3areyaTtal Henpo3padeH IUIHK, ¢ HEHApYIIeHa LsIOCT, B ChOTBETCTBHE C L. 570r30Iluc
M3MCKBAHUATA HA BB3IOJKUTE A, ChABPIKALL OTIETHH 3areyaraHy [UTHKAa ¢ HAWMCHOBAHHE CHOTBETHO
[k Ne 1, JloxymenTu 3a nondop” no O60co0eHH NO3ULHH Ne 2, 3, 4, 10, 11, 14, 15, 16, 17, 18, 20,
23, 24, 25, 26, 28, 29, 30, 31, 32, 33, 34, 35, 36, 37, 38, 39, 42, 43, 44, 45, 46, 47, 48, 49, 50, 53, 54,
59, 60, 63, 65, 67, 68, 69, 70, 71, 72,75, 77, 78, 80, 82, 84, 85, 87, 88, 93, 94, 100, 101, 102, 103,
104, 105, 106, 113, 114, 119, 120, 121, 122, 125, 128, 129, 131, 134, 135, 136, 137, 139, 140, 141,
142, 144, 145, 146, 151, 153, 159, 160, 161, 162, 164, 165, 166, 167, 168, 170, 171, 172, 174, 175,
176, 178, 179, 183, 184, 185, 191 - 110 (cto u necer) 6p., 110 (cro u mecer) 6p. Ilmuk Ne 2
,LJIpeiokeHne 3a N3MbJIHCHHE Ha noppukara” no O6ocobenn nozuuuu Ne 2, 3, 4, 10, 11, 14, 15, 16,
17, 18, 20, 23, 24, 25, 26, 28, 29, 30, 31, 32, 33, 34, 35, 36, 37, 38, 39, 42, 43, 44, 45, 46, 47, 48, 49,
50, 53, 54, 59, 60, 63, 65, 67, 68, 69, 70, 71, 72,75, 77, 78, 80, 82, 84, 85, 87, 88, 93, 94, 100, 101,
102, 103, 104, 105, 106, 113, 114, 119, 120, 121, 122, 125, 128, 129, 131, 134, 135, 136, 137, 139,
140, 141, 142, 144, 145, 146, 151, 153, 159, 160, 161, 162, 164, 165, 166, 167, 168, 170, 171, 172,
174, 175, 176, 178, 179, 183, 184, 185, 191 u 110 (cTto u necet) 6p. ITnuk Ne 3 , IIpennarana uena” mno
O6ocoGenn mosmuun Ne 2, 3, 4, 10, 11, 14, 15, 16, 17, 18, 20, 23, 24, 25, 26, 28, 29, 30, 31, 32, 33, 34,
35, 36, 37, 38, 39, 42, 43, 44, 45, 46, 47, 48, 49, 50, 53, 54, 59, 60, 63, 65, 67, 68, 69, 70,71, 72,75,
77, 78, 80, 82, 84, 85, 87, 88, 93, 94, 100, 101, 102, 103, 104, 105, 106, 113, 114, 119, 120, 121, 122,
125, 128, 129, 131, 134, 135, 136, 137, 139, 140, 141, 142, 144, 145, 146, 151, 153, 159, 160, 161,
162, 164, 165, 166, 167, 168, 170, 171, 172, 174, 175, 176, 178, 179, 183, 184, 185, 191 . Tpuma ot
yienoBeTe i moamucaxa niukose Ne 3 "Ipennarana uena" mo O6ocobenn nosuuuu Ne 2, 3, 4, 10, 11,
14, 15, 16, 17, 18, 20, 23, 24, 25, 26, 28, 29, 30, 31, 32, 33, 34, 35, 36, 37, 38, 39, 42, 43, 44, 45, 46,
47, 48, 49, 50, 53, 54, 59, 60, 63, 65, 67, 68, 69, 70, 71, 72,75, 77, 78, 80, 82, 84, 85, 87, 88, 93, 94,
100, 101, 102, 103, 104, 105, 106, 113, 114, 119, 120, 121, 122, 125, 128, 129, 131, 134, 135, 136,
137, 139, 140, 141, 142, 144, 145, 146, 151, 153, 159, 160, 161, 162, 164, 165, 166, 167, 168, 170,
171,172, 174,175,176, 178, 179, 183, 184, 185, 191 Ha yyacTHHUKa.

3acenannero Ha KoMucHATa NPOAB/KH € OTBApAHE HA IUIMKOBE Ne 2 ,IIpemnoxenue 3a
W3MBIHEHHe HA TOphUKara® [0 TOPenocodyeHuTe 000COOCHH NMO3HIMH Ha y4acTHHKA »COD®APMA
TPEMIMHI* A/l 1 TpuMa OT WieHOBETe Ha KOMUCHATA MOANNCAXa BCHYKA JOKYMCHTH, ChAbPIKALIH
Cce B THX.

Kowmucusta orsopu maukoBe Ne 1 JlokymeHTH 3a moxdop” Ha Y4acTHHKA, ONOBECTH
JOKYMEHTHTE, KOMTO ChABPKAT H IIPOBEPH CHOTBETCTBAETO HM C MPHIIOKEHHTE OT yaCTHHKA CHTHCBIH
no wi. 56, an. 1, . 14 ot 30IL

5, Kommcuara otsopu odeprara Ha ,,Jom Xocnuraa CbpBHC™ AJl U KOHCTaTHpa, HC€ €
[oj1aJIeHa B 3areuaran Helpo3padeH MUK, ¢ HeHapylleHa IAI0CT, B CBOTBCTCTBHE € L. 5701 30ITuc¢



HAMCKBAHMSTA HA BB3JIOKHTENS, ChIAbPKAI OTAEJIHHM 3ancyaraHy IUIMKa ¢ HAHMCHOBAHHE CHOTBETHO
[k Ne 1 . JlokymenTy 3a noadop” no OGocobenn no3HIHH Ne 33, 36, 42, 43, 75 - 5 (mer) 6p., S
(met) 6p. [hmuk Ne 2 , IIpennosxenne 3a H3NbIHEHHE HA nopsukara” o O6ocobeny nozuumn Ne 33, 36,
42, 43,75 u 5 (ner) 6p. [Tmax Ne 3 , Ilpennarana nena” no O6ocobenu mosunuu Ne 33, 36, 42, 43, 75.
Tpuma oT uieHoBeTe i moxmmcaxa miukose Ne 3 "[pemiarana nena" mo O6ocobern nosuunn Ne 33,
36, 42, 43, 75 Ha yyacTHHKA.

Jacenannero Ha KOMHCHSITAa NMPOIBIKM ¢ oTBapsHe Ha mmkose Ne 2, Ilpemioxenue 3a
M3MBIHEHNE HA MOPBUYKATA™ 110 FOPernocoyeHuTe 060cobeHH MO3KIMH Ha yIacTHHKA wlon Xocnurana

CobpBHCc* AJl 1 TpEMa OT WICHOBETE HA KOMHCHIATA NONHCAXa BCHIKH JOKYMEHTH, CBABPAKAIIH CC B
THX.

Kommcusita otop mamkoBe Ne 1 ,Jlokyments 3a moxGop” Ha YYacTHHKA, OIOBECTH
JOKYMEHTHTE, KOHTO ChIBPXKAT | POBEPH CHOTBETCTBHETO MM C NPHJIOKEHATE OT YIACTHUKA CIACHIM
o wi. 56, an. 1, 1. 14 ot 30IL

6. Kommcusita otBopu odeprara Ha ,, T BPTOBCKA JIUTA — HAIL* AJl u xoHCTatipa, 1e e
[0JajeHa B 3aMeyaral Henpo3padeH MIHK, ¢ HeHapylIeHa LIAIO0CT, B CHOTBETCTBUE C HIL. 570130I1uc
H3MCKBAHUSTA HA BB3JOKHTENS, ChIBPIKAI OTASNIHU 3aleyaraHy IUIMKa ¢ HaMMEHOBAHHE CHOTBETHO
ITmuk Ne 1, Jlokymentu 3a nondop” no O6ocobeH# NO3UIUHU Ne 11, 45, 88, 90, 97, 98, 99, 102, 107,
132, 134, 155 - 12 (nsananecert) 6p., 12 (aBanazecer) 6p. [Tk Ne 2 ,JlpeanoxeHue 3a U3MBIHCHHE
Ha mopbukara” no OGocobenH Mo3HIHH Ne 11, 45, 88, 90, 97, 98, 99, 102, 107, 132, 134, 155 u 12
(nananecer) 6p. [Tlmux Ne 3 ,Ilpennarana nena” no O6ocobenn nozunuu Ne 11, 45, 88, 90, 97, 98, 99,
102, 107, 132, 134, 155. Tpuma OT WwieHOBeTe H MOANHCAaxa IJIAKOBE Ne 3 "Ilpepnarana 1eHa" 1o
O6ocoGenu nosumun Ne 11, 45, 88, 90, 97, 98, 99, 102, 107, 132, 134, 155 nHa yyacTHHKA.

Jacenanmeto Ha KOMMCHSITA TpPONBIDKM C OTBapsHe Ha IumKoBe Ne 2 LlIpennoxenne 3a
M3MBIHEHNe HA TIOphYKATa® 10 TopernocoueHnTe 000CO0CHH MO3HIMH Ha y4aCcTHHKA +I'BPTOBCKA
JIMIA — HAII® AJl W TpuMa OT 4ICHOBETEC Ha KOMHCHATA IOANHCaxa BCHYUKH JIOKYMEHTH,
ChIBPIKAIIHU CE B THX.

Kommcusita orsops mmkoe No 1, JIOKyMeHTH 3a 1oabop”™ Ha y4YacTHHKA, ONOBECTH
JOKYMEHTHTE, KOMTO ChABPIKAT U IPOBEPH CHOTBETCTBHETO UM C MPHIOKECHHTE OT yHACTHHKA CIHCHIM
mo wi. 56, an. 1, 1. 14 ot 30IL

7. Komucusita otBopu ogeprara Ha ,MEJEKC* OOJ n xoncrarupa, 4e € IOA3ACHA B
jamevaTaH HEMpO3padeH IUIMK, ¢ HEHapylIeHa LsUIOCT, B CHOTBETCTBHE C HIL. 57 or 30Il u ¢
M3HCKBAHHMATA Ha BL3JI0JKHTENs, ChIBPIKALL OTACTHH 3aledyaraHy IUIMKa ¢ HAUMEHOBAHHE CHOTBETHO
[Taux Ne 1, Jlokymentu 3a noabop” mo O60cobeHu MO3UIHH Ne 2,7,17, 20, 21, 27, 31, 32, 34, 39, 41,
45, 47, 50, 51, 52, 56, 57, 59, 62, 63, 64, 66, 67, 68, 69, 72, 73, 74, 77, 78, 79, 80, 86, 91, 98, 99, 100,
101, 103, 104, 106, 108, 110, 114, 120, 121, 138, 140, 146, 148, 158, 168, 175, 180, 181, 195, 196,
198, 200, 201, 202, 203, 204, 205, 206, 207, 208, 209 - 69 (mectaecet u neset) Op., 69 (uectaecer u
neser) [Tnuk Ne 2 . TIpeutorkeHne 3a H3MbIHEHHE HA IOPBHYKATa™ IO O60cobenu nozuuuu Ne 2, 7, 17,
20, 21, 27, 31, 32, 34, 39, 41, 45, 47, 50, 51, 52, 56, 57, 59, 62, 63, 64, 66, 67, 68, 69, 72, 73, 74, 77,
78, 79, 80, 86, 91, 98, 99, 100, 101, 103, 104, 106, 108, 110, 114, 120, 121, 138, 140, 146, 148, 158,
168, 175, 180, 181, 195, 196, 198, 200, 201, 202, 203, 204, 205, 206, 207, 208, 209 u 69 (ecTacCET H
neser) 6p. Ik No 3 Ilpeanarana nena” no O00coOeHH MO3HIHH Ne 2, 7, 17, 20, 21, 27, 31, 32, 34,
39, 41, 45, 47, 50, 51, 52, 56, 57, 59, 62, 63, 64, 66, 67, 68, 69, 72, 73, 74,77, 78, 79, 80, 86, 91, 98,
99, 100, 101, 103, 104, 106, 108, 110, 114, 120, 121, 138, 140, 146, 148, 158, 168, 175, 180, 181, 195,
196, 198, 200, 201, 202, 203, 204, 205, 206, 207, 208, 209. Tpuma oT uJIeHOBETE # MOANMCAXa
nmxoBe Ne 3 "TIpemnarana uena" no O6ocoGenn nozuuuu Ne 2, 7, 17, 20, 21, 27, 31, 32, 34, 39, 41,
45, 47, 50, 51, 52, 56, 57, 59, 62, 63, 64, 66, 67, 68, 69, 72, 73, 74, 77,78, 79, 80, 86, 91, 98, 99, 100,
101, 103, 104, 106, 108, 110, 114, 120, 121, 138, 140, 146, 148, 158, 168, 175, 180, 181, 195, 196,
198, 200, 201, 202, 203, 204, 205, 206, 207, 208, 209 Ha y4acTHHKA.

Jacenanneto na Kommemsita mpombku ¢ orsapsHe Ha rumkope Ne 2 Tlpennoxerue 3a
U3MBJIHCHAE HA TOPHUKATa™ 10 TOPEMmOCOYCHHTE 000co0enHH mo3uiuM Ha ydacTHuka ,MEJEKC*
OOJ1 1 TpuMa oT wieHoBeTe HA KOMICHSTA MOJMUCAXA BCHUKY JOKYMEHTH, ChIbPXKALIM CE B THX.




Komucusita orsopn mmkose Ne 1 JIOKyMeHTH 3a mMOAOOp” HA YYAaCTHHKA, OTOBECTH
JIOKYMEHTHTE, KONTO ChABPKAT H [IPOBEPH CHOTBETCTBHETO MM € IPUJIOKEHHUTE OT Y4ACTHHKA CITHCHIIHA
o 4it. 56, an. 1, 1. 14 ot 30IL

8. Komucusra orsopu odeprara Ha ,DPAPMHET* AJl u KOHCTaTHpa, 4€ ¢ MOA3jCHA B
jareyaTaH HeMpo3payeH IUIHK, C HEHApylleHa ILUIOCT, B CHOTBETCTBHE C HIL 57 or 30I1 u ¢
M3HUCKBAHMSATA HAa BBH3IJIOKHUTENS, ChIABPIKAILL OT/JE/JHH 3anedaraHy IIIHKa C HaUMEHOBaHHEe CBOTBETHO
Tk Ne 1 ., JlokymenTn 3a nogbop” no OGocobenu nmo3uiun Ne 4,9, 10, 11, 17, 22, 24, 25, 26, 28, 30,
32, 35, 38, 42, 49, 54, 57, 59, 62, 67, 77 - 12 (nBananecer) 6p., 12 (mBanagecer) Op. ITmuk Ne 2
Tpeioxkenue 3a H3IIBLIHEHNE HA IOPBYKATA” TIO OB6ocobenn nmo3ummu Ne 4, 9, 10, 11, 17, 22, 24, 25,
26, 28, 30, 32, 35, 38, 42, 49, 54, 57, 59, 62, 67, 77 u 12 (nBanazecet) Op. [lmuk Ne 3, IIpemarana
tena” o O60cobenn mosumma Ne 4, 9, 10, 11, 17, 22, 24, 25, 26, 28, 30, 32, 35, 38, 42, 49, 54, 57, 59,
62, 67, 77. Tpuma or unenosere i moxmucaxa mmkose Ne 3 “Ilpenmarana nena" mo Obocobenu
nosuumn Ne 4, 9, 10, 11, 17, 22, 24, 25, 26, 28, 30, 32, 35, 38, 42, 49, 54, 57, 59, 62, 67, 77 na
YYaCTHUKA.

Bacenannero Ha KoMucHSTAa MPOABKH C OTBApPSHE Ha IUIMKOBE Ne 2 ,Ilpemnoxenue 3a
M3ITBIHEHHE HA [OPHUKATA™ 10 TOpernocoyeHnTe 000co0eHH MO3ULHH HA yYaCTHHKA wPAPMHET*
AJ1 1 TpHMa OT WIEHOBETE Ha KOMUCHATA MOANHCAXa BCHYKH JIOKYMEHTH, CHABPKAIIH C€ B TIX.

Komuensita orsopu rumkoBe Ne 1 JIokyMeHTH 3a nmonbop” Ha Y4YacTHHKA, OIIOBECTH

JIOKYMEHTHTE, KOITO ChABPIKAT U MPOBEPH CHOTBETCTBUETO MM C MPHJIOKEHUTE OT YYaCTHUKA CIUCHLIHA
o ui. 56, an. 1, . 14 ot 30I1.

9. Komucusra orsopu odeprara va , MAPUMITIEKC-7,, EOO/L 1 xoHCTaTHpa, 1€ € MojaneHa
B 3armeuyaraH HenpospaueH IUIHK, ¢ HEHapylIeHa ISUIOCT, B CHOTBETCTBHE C 1L 57 or 30I1 u ¢
M3NUCKBAHUATA HA BB3IOKHTENs, ChIbPIKALl OTACIHH 3aledaTaHy [UIMKa ¢ HaUMEHOBaHHE CHOTBETHO
Mmax Ne 1, Jlokymentn 3a noaGop” mo OGocoGern nosuuu Ne 39, 45, 47, 182 - 4 (uetupm) Op., 4
(uetupu) 6p. Ik Ne 2, Ilpenioxerne 3a H3MBIHEHAE HA nopbukara” o O6ocobern mosumun Ne 39,
45, 47, 182 u 4 (uetupu) 6p. [nuk Ne 3 TIpemnarana nena” no OGocoGeHH MO3UIMH Ne 39, 45, 47,
182. Tpuma ot wienoseTe it moanucaxa mmkose Ne 3 "IIpeanarana nena” no O60ocobenu mo3ULHHA Ne
39, 45, 47, 182 na yyacTHHKa.

3acemanmero Ha Kommcmsita TpoIbIKH ¢ orBapsHe Ha Iummkose Ne 2, Ilpemnoxenue 3a
M3MbAHEHHE HA TOphUKara® [0 TOpenocodYeHHTe 000COOCHH TO3MIHMH Ha  y4acTHHKa
~MAPUMIIEKC-7,, EOO/] 1 TpuMa OT WICHOBETE Ha KOMHCHATA MOANKCAXa BCHYKH JOKYMCHTH,
ChABPIKAIIHN Ce B TAX.

Komucusita orsopu rmkoBe Ne 1, JIoKymeHTH 3a noabop” Ha Y4acTHHKA, OIIOBECTH

JOKYMEHTHTE, KOMTO ChAbPIKAT U IPOBEPH CHOTBETCTBHETO MM C NMPHJIOKEHHTE OT y4aCTHHKA CIHCHIUM
no wi. 56, an. 1, 1. 14 or 3011

10. Komucusita orBopu odeprara Ha ,®bOHHUKC ®apma“ EOO/ u xomcrarupa, ue e
rojajeHa B 3areyaral Henpo3padeH IUTHK, ¢ HeHapylIeHa IJIOCT, B ChOTBETCTBHE C 4L 570r30Iluc
M3UCKBAHHMATA HA BB3JIOYKUTENS, ChABPIKALL OTAEIHH 3alleyaTaHH IUIMKa ¢ HAMMEHOBAHNC CHOTBETHO
Iuk Ne 1 Jlokymentu 3a noxbop” no O6ocobenn nosuuun Ne 2, 4, 7, 9, 10, 14, 16, 18, 19, 25, 26,
27, 28, 30, 31, 32, 33, 34, 35, 36, 38, 39, 42, 43, 45, 46, 47, 49, 50, 52, 54, 55, 57, 58, 59, 63, 64, 66,
67, 68, 70, 71, 72, 75, 76, 77, 78, 79, 80, 81, 83, 85, 86, 87, 88, 89, 90, 91, 95, 96, 97, 98, 99, 101, 102,
103, 104, 105, 106, 107, 108, 110, 111, 112, 113, 114, 115, 116, 117, 118, 119, 120, 121, 122, 123, 125,
126, 127, 129, 132, 137, 138, 139, 145, 146, 147, 148, 152, 154, 155, 156, 157, 158, 159, 163, 164,
168, 169, 177, 182, 186, 187, 188, 189, 190, 191, 193, 194, 210 - 119 (cto u meserHagecer) 6p., 119
(cto u gesernazccer) Op. [lnuk Ne 2 ,JIpentoxkeHue 3a U3NBIHCHHE HA nopsukara” no O6ocobenu
nosumun Ne 2, 4, 7, 9, 10, 14, 16, 18, 19, 25, 26, 27, 28, 30, 31, 32, 33, 34, 35, 36, 38, 39, 42, 43, 45,
46, 47, 49, 50, 52, 54, 55, 57, 58, 59, 63, 64, 66, 67, 68, 70, 71, 72, 75, 76, 77, 78, 79, 80, 81, 83, 85,
86, 87, 88, 89, 90, 91, 95, 96, 97, 98, 99, 101, 102, 103, 104, 105, 106, 107, 108, 110, 111, 112, 113,
114, 115, 116, 117, 118, 119, 120, 121, 122, 123, 125, 126, 127, 129, 132,137, 138, 139, 145, 146, 147,
148, 152, 154, 155, 156, 157, 158, 159, 163, 164, 168, 169, 177, 182, 186, 187, 188, 189, 190, 191,



193, 194, 210 u 119 (cro u nesernaecer) Op. [lmuk Ne 3, IIpennarana nena” no O60cobeHH MO3NIHHN
Ne 2,4,7,9,10, 14, 16, 18, 19, 25, 26, 27, 28, 30, 31, 32, 33, 34, 35, 36, 38, 39, 42, 43, 45, 46, 47, 49,
50, 52, 54, 55, 57, 58, 59, 63, 64, 66, 67, 68, 70, 71, 72, 75, 76, 77, 78, 79, 80, 81, 83, 85, 86, 87, 88,
89, 90, 91, 95, 96, 97, 98, 99, 101, 102, 103, 104, 105, 106, 107, 108, 110, 111, 112, 113, 114, 115, 116,
117, 118, 119, 120, 121, 122, 123, 125, 126, 127, 129, 132, 137, 138, 139, 145, 146, 147, 148, 152,
154, 155, 156, 157, 158, 159, 163, 164, 168, 169, 177, 182, 186, 187, 188, 189, 190, 191, 193, 194,
210. Tpuma ot wieHoseTe i moanucaxa mimkose Ne 3 "IIpexarana uena" no O6ocobeHy MO3UIHK Ne
2,4,7,9,10, 14, 16, 18, 19, 25, 26, 27, 28, 30, 31, 32, 33, 34, 35, 36, 38, 39, 42, 43, 45, 46, 47, 49, 50,
52, 54, 55, 57, 58, 59, 63, 64, 66, 67, 68, 70, 71, 72, 75, 76, 77, 78, 79, 80, 81, 83, 85, 86, 87, 88, 89,
90, 91, 95, 96, 97, 98, 99, 101, 102, 103, 104, 105, 106, 107, 108, 110, 111, 112, 113, 114, 115, 116,
117, 118, 119, 120, 121, 122, 123, 125, 126, 127, 129, 132, 137, 138, 139, 145, 146, 147, 148, 152,
154, 155, 156, 157, 158, 159, 163, 164, 168, 169, 177, 182, 186, 187, 188, 189, 190, 191, 193, 194,
210 Ha y4acTHHKA.

3acenanuero na Kommcmsita Hpomb/ku ¢ orBapsHe Ha mumkose Ne 2 |, Ilpemnoxenue 3a
M3IIBJIHEHHE HA NOpHYKATa™ IO ropernocodeHnte 060co0eHH MO3ULHHA HA yYacTHHKA »®bOHUKC
®apma“ EOOJI 1 TprMa 0T 4WIEHOBETE HAa KOMHCHATA ITOANHKCAaXa BCHIKH I0KYMCHTH, ChABPKAIIH €€
B TSX.

Komucusita orBopu rmkoBe Ne 1 ,JlokymeHTH 3a noabop”™ Ha Y4YaCTHHKA, ONOBECTH

JIOKYMEHTHTE, KOHTO ChABP/KAT U IIPOBEPH CHOTBETCTBUETO UM C IIPHIIOKCHHTE OT YIACTHHUKA CIIHCHIH
no 1. 56, ain. 1, T. 14 ot 3011

11. Komucusita oteopu oeprara Ha , EKO®APM* EOO/ u koHcTarupa, 4e ¢ nojaacHa B
jameyaTaH HeNMpO3paueH ILTMK, C HEHapylleHa ISIOCT, B CBHOTBETCTBHE ¢ Wi 57 0T 30IT u ¢
H3HCKBAHHMATA HA BB3JIOIKMTENS, ChABPIKAIl OTACIHYU 3arevaraHH I[JIMKAa ¢ HAWMEHOBAHHE CBHOTBETHO
[k Ne 1, JlokymenTu 3a noabop” no O6ocobenu mosuuuu Ne S, 6, 7, 19, 23, 41, 51, 59, 62, 80, 109,
114 - 12 (mBamamecer) 6p., 12 (uBamamecer) Op. ITmux Ne 2 IlpemnoxeHne 3a H3NBIHCHHE HA
nopsukara” 1o O6ocobenn nosumun Ne §, 6, 7, 19, 23, 41, 51, 59, 62, 80, 109, 114 u 12 (n1BaHazgecer)
6p. [nux Ne 3 , Ilpemiarana mesa” mo O6ocobenu mo3uruu Ne 5, 6, 7, 19, 23, 41, 51, 59, 62, 80, 109,
114. Tpuma ot wieHopeTe it moanucaxa mmkose Ne 3 "Ipennarana uena" no OGocobern nosuuun Ne
5,6,7,19,23, 41, 51,59, 62, 80, 109, 114 Ha y4acTHAKA.

Baceqanuero Ha Kommcusta Tpoak/bku ¢ orBapsHe Ha rumkoBe Ne 2 Ilpennoxenune 3a
W3MbJIHEHHE Ha NOPBhYKATa™ M0 ropenocoyeHuTe 060cobeHn Mo3uuuy Ha yyacTHuka ,EKO®APM*
EOO/I 1 TpuMa OT 4ieHOBETe Ha KOMHUCHATA IIOAINICaxa BCHUKH JOKYMEHTH, ChABPIKAIIHN Ce B TAX.

Komucusita otBopu mummkoBe Ne 1 ,JlokymeHTH 3a moabop” Ha y4acTHHKA, OIOBECTH

JOKYMEHTHTE, KOMTO ChBPIKAT 1 IIPOBEPH CHOTBETCTBHETO HM C IIPHIIOKCHHTE OT y4aCTHHKA CHHCHLH
no 4. 56, an. 1, 1. 14 ot 30IL

12. Komucusra oropu opeprara Ha ,AJTA ®PAPMACIOTUKDBJIC* EOOJ u koHcTarupa,
ye e MojajieHa B 3areyaTtaH HeMpo3payeH IUIMK, C HeHapyIleHa LUIOCT, B ChOTBETCTBHE € Wi 57 OT
3001 U ¢ U3MCKBAHUATA HA BBL3JIOKHTENSI, ChABPIKAI OTIAE/IHH 3arevyaraHH [JIMKa ¢ HAMMEHOBAHHE
cwotBeTHO [lmuk Ne 1 ,,JIokymenTu 3a nogbop™ nmo O6ocobenn nosunuu Ne 2, 8, 25, 26, 28, 30, 38, 49,
54 - 9 (neser) Op.. 9 (meser) Op. [k Ne 2 ,TIpeasiokeHHe 3a M3NBIHEHHE HA TOpPBUKATA” MO
O60cobern mozmmn Ne 2, 8, 25, 26, 28, 30, 38, 49, 54 u 9 (neser) 6p. [Tnuk Ne 3 , IIpennarana nena”
o O6ocobernn nozumn Ne 2, 8, 25, 26, 28, 30, 38, 49, 54. Tpuma oT uIeHOBETE i MOANUCAXa MTUKOBE
Ne 3 "IMpennarana ena" mo O6ocobenu mo3uuun Ne 2, 8, 25, 26, 28, 30, 38, 49, 54 Ha yyacTHHKA.

Jacenannero Ha Kommcusita mpoasku ¢ orsapsaHe Ha umkoBe Ne 2, Ilpennoxenue 3a
W3MBIHEHHE HA TOphUKaTa® 10 ropenocodeHnTe 000coOeHM mnosuumm Ha ydactHuka ,AJITA
GAPMACIOTUKBJICY EOOJI u Tpuma OT 4YIEHOBETE HA KOMHCHATA IIOANKCaxa BCHYKH
JOKYMEHTH, ChIABPIKALIU C€ B TAX.

Komucusta orsopu mnaukoBe Ne 1 JlokymeHTH 3a moabop” Ha y4acTHHKA, OIOBECTH
JIOKYMEHTHTE, KOUTO ChIBPIKAT H MPOBEPH CHOTBETCTBUETO UM C TNIPUIIOKCHHUTE OT YYaCTHHKA CIIHCHIH
mo ur. 56, an. 1, T. 14 ot 3011



C nocnesHOTO MyOIUYHATA YACT OT 3aCeIaHHeTO Ha KOMHCHATA IPUKITIOYH.

II. B meprona 18.05.2015 r. — 29.06.2015 r, B 3aKpHTH 3acelaHHs, KOMHCHATA NPOXBIDKA
cBosita paboTa ¢ 00CTOlHA IPOBEPKa Ha AOKYMEHTHTE, ChAbPIKAIIH CE B IUTHKOBE Ne 1 "JlokymeHTH 3a
noaGop" Ha y4acTHUIIMTE, IIPH KOATO KOHCTATHPA CJICAHOTO!

KoHcraraluid 1Mo AOKYMEHTHTE, ChABbPIKAlIH C€ B IUIHK Ne 1 ,JlokymenTu 3a moxbop™ 3a
octananuTe 060co0eH! MO3NUIIMK 110 YYaCTHUIM ¢a, KaKTo CJieaBa:

1. Thamke Ne 1 "Jlokymentn 3a moxGop' or odeprara na yuacruuka "BYJI BHO —

HIBIEB" EOOJL:

BCHYKH H3MCKAHU OT BB3JIOKUTENS JOKYMEHTH Ca IPEICTaBeHH, Karo ChIINTE Ca PEIOBHA U OT
rax e puano, ue 3a yuactHuka "BYJI BUO - HIBIIB" EOO/ ca u3NbIHEHH H3UCKBAHUATA Ha
BB3JIOKHUTES 110 OTHOLICHUE Had KPUTECPHHTC 3a I‘IOH,GOp, NOCTaBeHM B JOKYMEHTaLHATA 3a y4acTHC B
npoueaypara.

2. Ik Ne 1 " JlokymenTtn 3a moadop" ot odeprara Ha yuactauka "®APMAIPO" OO/L:

Komucusita yctaHoBH, ye B mumk Ne 1 .JJOKyMeHTH 3a noadop* y4acTHUKBT MMa JIMICA HA
JIOKYMEHTH U HEPEJOBHOCTH B CHOTBETCTBHE C H3UCKBAHUATA HA BBH3JIOXKHUTEIIA, 2 HMCHHO:

2.1. He ¢ npencraseno xomue Ha cepTH(uKAT, H31aJeH OT aKPEIMTHUPAHW JMLA 33 BHEAPCH
crangapt 3a ynpasienue Ha kagectBoro [SO 9001:2008 wmi exBUBAICHTHH MEPKH 38 OCHTYPABAHE HA
KAYECTBOTO HA MMETO Ha POM3BONTENs, PEIOKeH 0T yJacTHHKA 32 000co0eHa no3uims Ne 32.

2.2. VYyacTHHKBT HEe OTTOBAaps HA U3UCKBAHETO 10 T. 1.7.2. OT IOKyMEHTAIUATa, & HMEHHO, HE €
npe/cTaBeHa 0400peHa Kparka XapakTepHCTHKa Ha NPOAYKTUTE 110 o6ocobena mozuuus Ne 32.

3. Mk Ne 1 "JloxymenTn 3a noadop' ot odeprara na yuacrauka "MC ®APMA" AJL:

BeHUKH M3HCKAHH OT Bb3JIOYKHTEs JOKYMEHTH ca NPe/ICTaBeHH, KaTo ChIIUTE Ca PEIOBHH U OT
TX e BiAHO, ue 3a yuacTHuka "MC ®APMA" A/l ca u3nbiHEHH H3HCKBAaHHUATA HA BB3IOKUTE]A 10
OTHOLICHAE HA KPUTEPHHUTE 32 M0100p, MOCTAaBEHH B JJOKYMEHTALMATA 32 y4aCTHe B MPOLEypara.

4. Tlanke Ne 1 "Jlokymentn 3a moadop" or odeprara ma yuacrauka "CO®APMA

TPEMIUHI" AL:

Komucusita yeranoss, e B wmk Ne 1 JlokymenTtu 3a moabop™ y4acTHHKBT MMaA JIMICA Ha
JIOKYMEHTH M HEPEIOBHOCTH B ChOTBETCTBHE C H3MCKBAHHMATA HA BB3JIOKHUTELA, 3 HMCHHO:

4.1. JIurcsa J0Ka3arelacTBo 3a U3BbPIICHUTE A0CTABKH, BKIIOYEHH B CIIHCEKA IO T. 1:6.1.1. ot
JIOKyMEHTalusATa,

4.2. Ot npescrasennure 1o obocobena mosumms Ne 23, 28, 30, 31,32, 45, 50, 88, 135 noxkymeHTH

— pelleHHe 3a M3MCHEHHE/TPOMAHA HE MOKE Ja Ce ONpEAeNH BAIMAHOCTTA Ha PaspelICHHUETO 3a
ynotpebda.

He e mpeicraseHo paspemieHue 3a ynorpeba. Jluncsar HOKyMEHTH H JIOKa3aTescTsa, |e
YHACTHHKBT HMa BAJIHIHO Pa3pellIeHHe 3a yIoTpeda Mo MOCOUCHHUTE MO3UIIHH.

4.3. Tlo 06ocobena mo3umms Ne 17 e npejicTaBeHo pa3pelneHue 3a ynorpeda, Karo BaliHOCTTa

My € H3TeKI1a, Thil KaTo e BAIMHO [0 JaTaTa 3a MOIHOBSBAHE, @ KaTo TaKaBa € MOCOYeHa — 12.04.2015
I.

4.4. Tlo o6ocobena nmosuuus Ne 34 e npencraseno e Pemenue Ha Komucusta or 2007 r. 3a
W3aBAHE HA pajpellieHHe 3a [yCKaHe Ha Tasapa ChbIIAcHO PermameHT (EO) No 726/2004r. na
Esponeiickus napiamenT 1 CpBeTa, KaTto BAIMIHOCTTA MY € H3TEKIIa.



4.5. Tlo o6ocobena mosuims Ne 46 yuacTHHKBT HE OTroBaps Ha M3UCKBaHeTo 1O T. 1.7.2. oT
JIOKYMEHTALMATA, @ MMEHHO, [PEIACTaBeHO € pPa3spelieHHEe Ha KOMHCHsTA 3a IyCKaHe Ha nasapa oT
24.6.2009 r., UHATO BAJIMAHOCT € H3TEKIIA,

4.6. 1o o6ocobena mosumag Ne 103 e mpeacTaBeHo paspelieHue 3a ynorpebda Ne or 04.10.2010
I.. ¢ BAJMIHOCT — JI0 JaTara Ha nogHopspade. Karo Takasa B PY e Bnucana asryct 2014 r.

4.7. Tlo o6ocobena mosumust Ne 114 e npejcraseHo pasperrenue 3a ynorpeda Ne ot 03.06.2009
I.. ¢ BAJILIHOCT — JI0 JiaTata Ha noauosssane. Karo takasa B PY e pnucana 5 ronu 2014 .

4.8. Tlo o6ocobena nosuist No 184 yuacTHMKBT He OTroBapsi Ha W3MCKBaHeTO 1o T. 1.7.2. oT
JOKYMEHTAIMSITA, 2 MMEHHO, IPEICTABEHO € paspelleHne 3a ynorpeda YusTo BTHIHOCT € H3TeKIIA.

JluncBar JOKYMEHTH M J0Ka3aTeNICTBa, Ue yYaCTHHKBT HMa BAaJMIHO paspelleHHe 3a yrotpeda
110 nocouenure B T. 4.3-4.8. mozuus.

4.9. Tlo oGocobena nmosunust Ne 43 e npezncraBeHo e Pemenue Ha Komucusta Koeto € camo Ha
4yl €3UK M OT KOETO He CTaBa sCHO Jany e Bamuano. CeriaacHo T. 5 ot Pasgen VI ako B odeprara ca
BKJTIOYEHH JOKYMEHTH HA UyK/1 €3UK, Te CJIe/IBa J1a ca MPUAPYKEHH C IPeBO Ha OBIrapCKu e3uK.

JIMMCBAT OKYMEHTH M [0Ka3aTe/ICcTBa, Y€ YYaCTHHKBT HMa BalHIHO paspelieHue 3a ynorpeba
o mocoueHara nosutus. Jluncsa npeBo/ Ha NPEACTABEHOTO paspelIeHue.

4.10. Ilo oBocoGena mo3uumst Ne 68, 72 JHWICBA 6aIUOHO paspeuienue 3a ynompeba Ha
nekapemeenume npodykmu, uzoadeno no peoa na /XM unu na Peznamenm (EO) Ne 726/20042. na
Esponetickus napramenm u Cosema /un. 23, an. 1 om 3JIIIXM/. B cayuai na usmuuane na cpoxa na
paspewenuemo 3a ynompeba na aekapemeen npodykm npes nepuoda 2015-2016 e., yuacmuuxvm
credea da Oeknapupa, 6 cvomeemcmeue ¢ i 55, ar. 6 om 3JIIIXM, ue Konuuecmeama 3da
JICKaApCneenus npooyKnt ¢a HAIUYHU 3G CPOKA HA 002060pa.

4.11. TTo o6ocobena mo3umms Ne 34 nuncsa onoGpeHa KpaTka XapakTepHUCTHKa /TIPeCTaBeHa €
3a IPYTo NeKapeTBo/.

4.12. Tlo o60cobenn mozuuuu No 42, 50, 70, 100, 141, 145 nuncea: OTOPU3alMOHHO MMHCMO, B
CHLOTBETCTBHE C M3uckBaHuaTa Ha T. 1.7. 1.1. OT IOKyMEHTalKsTa 3a y4acTue.

4.13. ITo o6ocobenute nosuwmu Ne 50, 119, 135, 145 nuncsa: CIMCHK HA AOKYMEHTHUTE.

4.14. He ¢ npejcraBeHo Komue Ha cepTU(HKAT, H3MaJeH OT aKpeJWTHPAHH JIMIA 33 BHEAPCH
CTaHAapT 3a ynpasienne Ha kagectBoTo ISO 9001:2008 MM eKBHBAICHTHH MEPKH 33 OCHTYpABaHE Ha
KaueCcTBOTO HA HMETO HA IPOU3BOMMTEIS, IPEVIOKEH OT YHaCTHHKA 32 060co0eny mosuumy 2, 3, 4, 10,
11, 14, 15, 16, 17, 18, 20, 23, 24, 25, 26, 28, 29, 30, 32, 33, 35, 36, 38, 39, 42, 43, 44, 46, 47, 48, 49,
50, 53. 54,59, 60, 63. 67. 68. 69. 70, 71, 72. 75. 77, 78, 80, 87, 88, 100, 101, 102, 103, 113, 114, 119,
120, 121, 122,125, 129, 134, 135, 136, 139, 141, 145, 146, 160, 168, 178, 179, 185,

5. Thauk Ne 1 "JloxymenTn 3a noabop" ot odeprara Ha yuacrauka "TOII XOCIIUTAJI
CbPBHUC" Al:

Kommensita yeranosu, ye B ik Ne 1 | JIokyMeHTH 3a momdop™ y4acTHHKBT MMa JIHIICA Ha
JOKYMCHTH H HEepeao BHOCTH B CHLOTBETCTBHE C H3MCKBAHHIATA HAa BBE3INIOXKHUTENA, a8 UMCHHO!

5.1. Jluncsa xormme Ha OTOPH3AIMOHHO MHCMO, B CHOTBETCTBHE C M3HCKBaHMATa Ha T. 1.7. 1.1.
OT IOKYMEHTALlMsITa 3a y4acTue, 3a 00oco0eHa nosuuua Ne 33, 36, 42,43 .

5.2. Tlo o6ocobena mosumus Ne 36,42,43, e mpeAcTaBeHO paspelleHHe 3a ynorpeba, Karo He
cTaBa CHO JAIH CHIIOTO € BaTH/IHO.

Jluncear JOKYMEHTH M JO0Ka3aTeacTsd, 4€ YHaCTHHKBT HMa BaJIUJHO paspelIeHue 3a ynm‘peﬁa
10 MOCOYEHHTE INO3HIIHHA.



5.3. He e mpescraBeHo Komme Ha cepTudHKar, M3JaJeH OT aKpPeIMTHPAHH JHI@A 33 BHEAPEH
cTanzapt 3a ynpasienue Ha kagectBoto 1SO 9001:2008 mmt eKBHBAJICHTHH MEPKH 3 OCHIypsiBaHE Ha
KAYeCTBOTO HA MMETO Ha ITPOM3BOAMTES, IIPEUIOXKEH OT YJaCTHUKA 32 000COOSHH NO3HIHH Ne 33, 36,

42, 43,75.

6. Tk Ne 1 “oxymenTn 3a moadop” ot odeprara ua yuacruuka ,,'bPTOBCKA JIUTA
— HAIT“ AJ1:

Komucusita ycranosu, ye B wmk Ne 1, JIokymMeHTH 3a moabop™ y4aCTHHKBT MMa JIMIIca Ha
JIOKYMEHTH ¥ HEpeJIOBHOCTH B ChOTBETCTBUE C M3MCKBAHUATA HA BB3JIOKUTENA, @ HMCHHO!

6.1. ITo o6ocoGena mosumusa Ne 155: [IpemcraBeHuTe JOKYMEHTH 3a 10Ka3BaHe HA H3HCKBAHETO
3a NIPATEXKAHHE HA cucTema 3a ynpasinesne Ha kKauectsoTo [SO 9001:2008 uny eKBHBANEHTHH MEPKH
3a OCHTYpSIBAHE HA KA4eCTBOTO ¢ OOXBAT CXOZIEH C IIPe/IMeTa Ha IOphIKaTa Ha MMETO IIPOM3BOJUTELI €
caMmo Ha 4y e3HK.

Ceracuo 1. 5 ot Paznen VI ako B odeprara ca BKIIOYEHH JOKYMEHTH Ha 9yX]l €3HK, T€ CJICIBA
114 ca NpHAPY/KEHH ¢ NPeBo Ha OBbIrapCKH e3uK.

6.2. Ilo oGocobGena mosumus Ne 155: He e mnpencraseHo OTOPU3AaMOHHO IHMCMO, B
CHOTBETCTBHE ¢ M3McKBanusaTa HA T. 1.7. 1.1. OT JOKyMEHTaIHsATa 32 y4acTHE.

7. Tlank Ne 1 “JloxymenTtn 3a moa6op” ot odeprara na yuactanka , MEJJEKC* OO/1:

Komucusita yetanosu, e B mwimk Ne 1, JIoKymMeHTH 3a 1oA00p™ y4aCTHHKBT HMa JIMIICA HA
JIOKYMEHTH ¥ HEPEJOBHOCTH B ChOTBETCTBUE C M3HCKBAHUATA HA BB3JIOKUTEIIA, @ HMECHHO:

7.1. Tlo o6ocobenn mo3umuu Ne 73, 74, 120, 121, 138, 148 nuncsa: OTOpU3aLHOHHO MHACMO, B
ChOTBETCTBHE ¢ H3HcKkBanuaTa Ha T. 1.7. 1.1. oT JOKyMeHTaiusATa 3a yuacTHe.

7.2. He e mpeacTaBeHo KONMe Ha CepTH(HKAT, M3/IaJeH OT aKPEeIUTHPaHH JHLA 32 BHEAPEH
cramzapT 3a ynpasienue Ha kadectBoto ISO 9001:2008 miM eKkBHBAICHTCH HA HMETO Ha
[IPOM3BOAMTEIISA, IPEVIOJKEH OT yJacTHHKA 3a obocobenu nmosunun Ne 2, 7, 17, 20, 21, 27, 31, 32, 34,
39, 41, 45, 47, 50, 51, 52, 56, 57, 59, 62, 63, 64, 66, 67, 68, 69, 72, 73, 74,77, 78, 79, 80, 86, , 98, 99,
100, 101, 103, 104, 106, 108, 110, 114, 120, 121, 138, 140, 146, 148, 158, 168, 175, 180, 181, 195,
196, 198, 200, 201, 202, 203, 204, 205, 206, 207, 208, 209.

7.3. Tlo o6ocobena mosmmusa Ne 2, 7, 31, 32, 39, 41, 52, 62 e npeacTaBeHO pa3pelICHHE 3a
yrnorpeba, KaTo He cTaBa ACHO Jai ChIIOTO € BAH/IHO.

Jluncsar JOKYMEHTH H JOKasarelIcTsa, 4ue YYaCTHUKBT UMa BalIUIHO paspelneHue 3a ynm"peﬁa
I10 MOCOYEHHTE MO3HILIHH.

7.4. Tlo oGocobena mosmmms Ne 57, 91 e mpeacTaBeHO paspelIeHHe 3a yrnorpeda, 4usTo
BaAJIMHOCT € H3TCKIIA.

JIumcsar IOKYMEHTH H J0Ka3aTe/ICTBa, Ye YYAaCTHHKBTHMA BAIMJIHO paspelleHue 3a ynorpeda
Ha JleKapCTBEHHTE TIPOIYKTH, H3aazeHo 1o pexa Ha 3JIIIXM wm Ha Pernament (EO) Ne 726/2004r. Ha
Esponeiickus mapnament u Chera /un. 23, an. 1 ma 3JITIXM/.

8. Tl Ne 1 “JloxymenTt 32 noadop” or odeprara a yuactauka ,, DAPMHET" All:
Ha y4ia

KomucusTta yeraHoBu, e B wmk Ne 1, JIokymeHTH 3a moa0op™ y4acTHHKBT HMa JIMICA Ha
JOKYMEHTH H HEPEJOBHOCTH B CBLOTBETCTBHE C H3HCKBAHHUATA HA BB3IIOKHTEIA, 8 HMEHHO!

8.1. Ha 18.05.2015 r. B THLproBekusi perucThp € 3aIM9eH0 0OCTOATEICTBOTO 3a NMPE/ICTAB/IABAHE
Ha apyxkectsoto or CBeraHa AnlexcanapoBHa Mapeiuka, Karo Ha HEHHO MACTO € BIMCAHO JIMLETO
Becka Cnacosa Mapemxka,



[Ipensuz ropHOTO OepTara HE ChABPKA CIEIHUTE TOKYMEHTH:

8.1.1. nexnapanus no wi. 47, an. 9 or 30I1 no obpasen oT ynpasisBallus H MPEACTABIIABAIL
y4acTHHKA CBITIACHO AKTya/lHaTa My PerHCTpalus;

8.1.2. sexnapanis 3a JMICa Ha CBBP3AaHOCT C JPYT YYaCTHHMK B CHOTBETCTBHE C 4. 55, all. 7,
KAKTO M 3a Jurca Ha obcrosrtenctsoto mo uil. 8, ain. 8, . 2 ot 30I1 no oOpasen oT ynpapisBamus U
[IpeCTAB/IBALL YHACTHHKA CBITIACHO aKTyalHaTa My PerucTparus.

8.2. He e npencraBeHo Komue Ha CepTH(HKAT, H3[aJeH OT aKpeAMTHPAHH JIMIA 32 BHEIPEH
craHaapT 3a ynpasienne Ha KadecTBoTo ISO 9001:2008 wiam exkBHBAJeHTEH HAa HMETO Ha
IIPOM3BOJMTEIIA, TIPE/UIOKEH OT ydacTHHKA 3a 06ocobenu mosuuuu Ne 4, 25, 26, 28, 30, 32, 35, 38, 49,
67.

8.3. [pesicTaBeHOTO KOMHE Ha BAIHIHO paspelieHue 3a ynorpeda Ha JIEKapCTBEHHTE IPOAYKTH,
u3gazeno no peaa Ha 3JIITXM winn wa Permament (EO) Ne 726/2004r. na EBponeiickusi mapaaMeHT U
Coeeta /. 23, an. 1 na 3JIITXM/ 3a 06ocobenn mozunuu Ne 11, 17, 57, 59 e camo Ha gy €3HK.

Cormacuo T. 5 ot Pazznen VI ako B odeprara ca BKIIOYEHH JOKYMEHTH Ha YyX]I €3UK, T€ CJIE/IBa
12 ca TpUJIPY/KEeHH C IPeBOJ Ha OBJIrapcKu e3HK.

8.4. TTo 060coGena nosumus Ne 35 e npezncraseno e Pemenune na Komucusara ot 03.08.2009 r.
3a M3naBaHe HA paspelleHHe 3a MyckaHe Ha masapa cbriacHo Permament (EOQ) Ne 726/2004r. ma
Esponeiickust napnament 1 CbBeTa, Karo BaIMIHOCTTa My € H3TCKIIA.

JIumesar OKYMEHTH H JI0Ka3aTesiCTBa, Y€ YYaCTHHKBT MMa BAIMIHO paspelIeHue 3a ynorpeda
M0 MOCOUYEHATA [TO3ULIHAL.

8.5. CLriacHO JOKYMEHTAUMSTA 33 Y4YacTHe yydcmHukvm mpsbea 0a uma 6anuoHo
paspewenue 3a ynompeba na nexapemeenume npooykmu, usoaceno no peoa wa 3JIIXM umu na
Peznamenm (EO) Ne 726/20042. na Esponeiickus napramenm u Cveema /un. 23, an. 1 om 3JIHIXM/ u
000bpena Kpamka xapaxkmepucmuxa Ha npodykmume. B ciywail na usmudane HA CpoKa Ha
paspeutenuemo 3a ynompeba Ha nexkapcmeen npooykm npes nepuooa 2015-2016 2., y4acmuukvm
ne0sa O0a Oexiapupa, 6 cvomeemcmeue ¢ 4i. 55, an. 6 om 3J/IITIXM, ue Konuwecmeama 3a
JeKapcmeen A npooyKm ca HAIUMHU 34 CPOKA HA 002060pa.

[To 06ocobena nosuims Ne 22 e npeacraseno Pemenue 3a ynorpeda Ha JeKapcTBeH MPOAYKT Ne
14224 ot 02.08.2011 r.. Brmcano nox Ne 20110471 or 02.08.2011 1. cbC CPOK Ha BaIMIHOCT 5 I. OT
JaTara Ha BIMCBAHETO.

Jlumcsa aekmapands OT y4acTHHKAa B choTBeTcTBHe ¢ uil 55, am 6 or 3JIIXM, de
KOJTHYECTBATA 3a JICKApCTBCHHA MPOAYKT Ca HAJIMYHH 34 CPOKa Ha JOroBopa.

9, Iank Ne 1 “Jlokymentu 3a noabop” or odeprara na yuacrnnka "MAPHUMITEKC-7"

EOO/L:

Komucusita ycranoss, ye B rumkose Ne 1, JlokymeHTH 3a moa0op* y4aCTHHKBT HMa JIMIICA Ha
JIOKYMEHTH M HePeJIOBHOCTH B CHOTBETCTBHE C H3HCKBAHUATA HA BB3JIOKHTEISA, 8 HMEHHO!

9.1. Opurunan na Odepra, narorsena no obpasen (Ilpunoxenue Ne 1 KbM JOKyMEHTaUHATA 32
yuactue) — 3a o6ocobenn nosunuu Ne 39, 45, 47,

9.2. He e mpeacraBeHo Komue Ha cepTH(OHKAT, H3[aJeH OT aKpEeAMTHPAHH JIMIA 3a BHEIPEH
cramaaprt 3a ynpasienne Ha kadectBoro ISO 9001:2008 winnm wuinm eKBHBAJCHTHH MEDKH 32
OCHTYpSIBaHE Ha KaueCTBOTO HA MMETO HA IPOM3BOIMTENA, MPETOKEH OT y4acTHHKa 3a obocobeHu
no3anuy Ne 45,

10. Il Ne 1 “JTokvmenTn 3a noagop” or odeprara Ha yuacranka ,,@bOHUKC ®apma®
EOO/:




Komucusita yerasoss, 4e B Kk Ne 1, JlokymenTu 3a moxdop™ y4acTHHKBT MMa JIMIICA HA
JIOKYMEHTH W HEPEJIOBHOCTH B ChOTBETCTBHE C M3MCKBAHUATA HA BB3JIOKHTEIA, 3 MMCHHO:

10.1. He e mpeacraseHo komue Ha cepTHHKAT, M3/1aJIeH OT AKPeJHTHPaHH JIMIA 3a BHEIPCH
CTaHAApT 3a ynpaeiende Ha kauectBoTo ISO 9001:2008 wunM eKBHBAJEHTEH HA MMETO Ha
TIPOM3BOIMTEJISI, TIPE/UIOJKEH OT y4acTHHKA 3a 000C00EHH MO3ULUHU Ne 2, 25, 26, 28, 30, 38, 46, 49, 50,
52,54, 57, 58, 81, 91, 95, 111, 114, 116, 117, 120, 121, 122, 126, 129, 132, 137, 138, 148, 152, 154,
157,159, 163, 164, 169, 177, 182, 186, 187, 188, 189, 190.

10.2. [Tpencrasenute no o6ocobenu mosumuu Ne 7, 9, 14, 16, 18, 19, 27.55,71,75,85,97, 103,
105, 125, 146, 147, 156 moxyMeHTH 3a JIOKa3BaHE HA M3HCKBAHETO 3a NMPHTEXKAHME HA CHCTEMA 32
yrpapnenne Ha kagectBoro ISO 9001:2008 wim uiM €KBUBAJICHTHH MCEDKHM 32 OCHIypABaHE Ha
KAueCTBOTO ¢ 00XBaTr CXOIEH C npeaMeTa Ha nopbuKara Ha HMETO IIPOH3BOJHUTENA € CaMo Ha 49y
e3WK.

Cobracuo 1. 5 ot Paspen VI ako B odeprara ca BKIIOYEHH JOKYMEHTH Ha UYXKI €3HK, T€ Cle/iBa
Jla ca IPUJIPY/KEHH C IPEBOJ Ha OBArapcKH e3HK.

10.3. Mo o6ocobenn mozumuu Ne 50, 52, 95, 111, 114, 116, 117, 120, 121, 122, 126, 129, 132,
137, 159, 163, 164, 182, 188, 189, 190 nuncea: BaIMAHO paspelIeHUE 32 yrorpeba Ha JeKapCTBEHUTE
npoaykry, maaneno no pexa Ha 3JIIIXM mm na Permament (EO) Ne 726/2004r. na EBponeiickus
napnament # Crpera /wi. 23, an. 1 ot 3JITIXM/ i onobpena kpaTka XapakTepUCTHKA HA IIPOXYKTHTE. B
cllydaii Ha H3THUAHE HAa CPOKA HA Pa3pelleHHeTo 3a yrnoTpeba Ha JEKApCTBEH MPOMYKT Npe3 Meproaa
2015-2016 r., yyacTHMKBT CJIeJBa Ja JEKJIapupa, B ChOTBETCTBHE ¢ Wi 55, all 6 ot 3JIIIXM, 4e
KOJTMYECTRATA 32 JIEKapCTBeHUs MPOAYKT Ca HAJIMYHH 3a CPOKa Ha J0roBopa.

10.4. [To oGocobenn mosmmuu Ne 50, 52, 95, 114, 116, 117, 120, 121, 122, 126, 129, 137, 163,
164, 182 numcsa: OTOPH3AIHOHHO IHCMO, B CBHOTBETCTBHE C HM3HCKBaHHATA HA T. 1.7. 1.1. ot
JOKYMEHTAIHATA 32 yUacTHe.

10.5. Chriacio JOKYMEHTALMSITA 32 YYACTHE YYACMHUKLM mpabea 0a uma 6anuoHO
paspewenue 3a ynompeda Ha lekapcmeenume npoOOYKmu, u30d0eHo no peda Ha 3JINIXM unu Ha
Peznamenm (EO) Ne 726/20042. na Esponetickus napiramenm u Cveema /4n. 23, an. 1 om 3JHIXM/ u
0006pena Kpamxka Xapakmepucmuka Ha npooykmume. B cayuan na usmuuane Ha cpoka Ha
paspewenuemo 3a ynompeba wa nexapcmeen npooykm npes nepuooa 2015-2016 2., ywacmuukvm
credea da Odexnapupa, 6 cvomeemcmeue ¢ 4. 55, an. 6 om 3/IIIXM, e Konuvecmeama 3a
JleKapemeen s npooyKim ¢ HATUYHU 34 CPOKA HA 002060pa.

10.5.1. ITo oGocoGena nosuuus Ne 10 e npencraBeno paspewenue 3a ynorpe6a Ne [1-9967 ot
15.06.2010 r.. ¢ BaIMAHOCT — 10 jarata Ha nojHoBsiBaxe. Karo Takasa B PY e pnucana 01.10.2013 1.

10.5.2. TTo oGocobena mosuuust Ne 28 e mpencraseno pasperenue or 14.01.2010 r., yusro
BATHOHOCT € H3TCKJd.

10.5.3. ITo oGocoGena mo3uuus Ne 35 € npeacTaBeHO pa3spelICHHE Ha KOMHCHATA 3a MyCKaHe Ha
nasapa ot 3.8.2009 r., uuATO BaJHAHOCT € H3TEKJA.

10.5.4. ITo o0ocoOena nmo3umus Ne 46 € NpeACcTaBeHO pa3pelieHHe Ha KOMHCHATA 3a IIyCKaHe Ha
naszapa ot 24.6.2009 r., unsiTO BAJIHIHOCT € H3TEKJIA.

10.5.5. TTo o6ocobena mo3unms Ne 63 e mpeacTaBeHo pa3pelieHue Ha KOMHCHUSTA 32 IyCKaHe Ha
mazapa ot 23.10.2012 r., ¢be CPOK Ha BAIMAHOCT — €IHA rOJMHA OT Jarara Ha yBEJOMICHHE, KaTo
BAJIMIHOCTTA MY € M3TeKIIa.

10.5.6. TTo oBocobena mo3uums Ne 80 e mpexncraBeHo paspentenue 3a ymorpeba ot 2006 r., ¢
KOETO Ce MOHOBSBA pa3pelleHre 3a ymorpeda 3a CPOK OT MET rOJMHH, KaTo BaJIHIHOCTTa My €
H3TCKIIA.

10.5.7. Tlo obocobena mozurmst Ne 98 e mpencraseno pasperuesue 3a ynorpeda ot 04.06.2009
r, M pelleHne 3a NPOMJHA HA pelIeHHeTo 3a ynoTpeba. CBINIACHO NPEAOCTABCHHTE NaHHH H

JIOKYMEHTH pasperieHueTo € BaIHAHO 3a CPOK OT IET TOJIMHHA, CYUTAHO OT Jdrard Ha BIIMCBAHETO MY -



04.06.2009 r.c xoero ce MOAHOBSABA paspelleHHe 3a ynorpeba 3a CpPOK OT MeT TOAMHM, Karo
BAJIMJHOCTTA MY € M3TEKTIA.

10.5.8. ITo oGocobena mozunmsa Ne 139 e npexncrareno pazpemense 3a ynorpeba ot 24.04.2009
I., 33 CPOK OT IeT TOJMHH, KaTO BATHIHOCTTA MY € H3TeKIa.

10.5.9. TTo oGocobena mosuumst Ne 193 e mpencraseHo paspemieHue 3a ynorpeba ot 2006 ., ¢
KOETO C€ IMOJHOBjABA pa3pelieHHe 3a ynorpeba 3a CpoK OT MET NOAMHH, KaTo BaJIHAHOCTTA MY €
H3TEKIIA.

JIuricsar JOKYMEHTH H JIOKa3aTeJICTBa, 9¢ YYAaCTHUKBT UMa BaJIHJ/IHO paspelleHHe 3a ynorpeda
o nocouenure B T. 10.5.1. -10.5.9. nmo3umun.

10.6. CuriacHo JOKYMEHTANUATA 32 YUYACTHE VYACHMHUKB®M mpabsa O0a uma BanuoHo
paspewenue 3a ynompeda Ha lekapemeenume npooykmu, uszoaoeno no peoa Ha 3JITIXM unu wa
Peznamenm (EQ) Ne 726/20042. na Eeponetickus napramenm u Cveema /un. 23, an. 1 om 3JIIIXM/ u
0000pena Kpamxka Xxapakxmepucmuxka Ha npooykmume. B cayuyail Ha usmuuanwe Ha cpoka Ha
paspewenuemo 3a ynompeba na iexkapcmeex npooykm npes nepuoda 2015-2016 2., ywacmuuxvm
creosa Oa Oekiapupda, 6 cvomeemcmeue ¢ 4a. 55, anr. 6 om 3/IIIXM, ue Koauvecmeama 3a
JIeKapcmeen A npooyKm ca HAIUYHU 3a CPOKA HA 002060pa.

[Tpeacrasenoro paspemenue no obocobenu nmozunun Ne 32, 47, 87 He nMoKpHBa HU3HCKYyEeMHTE
CPOKOBE, Karo JUIICBa AeKJIAapalHs 0T YYaCTHHKA B ChOTBeTCTBHE ¢ Wil 55, ax. 6 or 3JIIIXM, ye
KOJIHYECTBATA 32 JEKAPCTBEHHS NMPOAYKT €A HAJHYHH 32 CPOKA HA 0roBOpA.

10.7. Tlo obocobenn nosuumu Ne 105, 177 nuncsa ogoOpeHa KpaTka XapakTepHCTHKA Ha
[POAYKTHTE.

1. Ilanx Ne 1 "Jlokymentn 3a moadop" or odeprara na yvacrtanka "EKO®APM"

EOO/:

Komucusra ycranoBu, ye B ik Ne 1 ,JlokymeHTH 3a noabop“ y4yacTHHKBT MMa JIMIICA HA
JOKYMEHTH U HEPEJOBHOCTH B ChOTBETCTBHE C H3HCKBaHUATA HA BH3JI0XKHUTEIIA, @ UMEHHO:

11.1. HOK}'MSHT 3d BHECCHa rapaHiud 34 Yy4aCTHE, B CHOTBETCTBHE C H3HCKBAHMATA Ha
BB3JIOKHTEIIA.

CoeriacHo JOKYMEHTALMATA 3a yUacTHe TapaHIHITa 3a ydyacTHe ce MpeacTaBs upe3 MpHiiaraHe
KbM O(eprara Ha OpUIrHHAJ HIIM 3aBEPEHO KOIME Ha BHOCHATa OelekKa (IUIaTeXHO HapexnaHe) Wi
HeoTMeHMMa 1 Oe3yciioBHa 0aHKOBA rapaHuus B OpuruHai B noisa Ha "Cnenmanusupana 0ojaHMIA 3a
aKTHBHO JjeueHHe Ha oHkolornynu 3abonsBaHus — Codus obmact" EOOJI, moxkpHBama cpoka Ha
BamMHOCT Ha odeprara, B pasmep Ha 1% or croifHOCTTa Ha BCsiKa eaHA OT OTAenHuTe 060cobeHn
nosunun (cvriacHo [punokenne Ne 2 KbM JoKyMeHTauusATa). lapanuusara 3a y9acTHe npeAcTaBisaBa
cbopa ot rapaniupuTe oT 000cOOCHHTE MO3UIUH 3a KOATO YYaCTHHKBT Mojaara odepra. YUYaCTHHKBT
usbupa cam (opmara Ha rapaHuusTa 3a yvactue. Ilpu mpezacTaBsHe Ha TapaHUUATA € MJIATENKHO
HapeskjaHe i 0AHKOBA TapaHI|s, B TIX H3PHYHO Ce MOCOYBA MPEeIMeThT Ha MOpPhYKaTa H HOMEPHT
Ha 000co0eHaTa MoO3MIMA, 3a KOATO Ce NPEeACTaBs rapaHUuATa.

YaacTuuxsT € npexacrasui Oankopa rapaniusa Ne 14615/05.15, a koM Hed € IPHIIOKHI CIIpaBKa
3a MpejcTaBeHara rapaHuus o mos3uiud. ChINIACHO CIpaBKaTa, CyMHTE ca BHeceHH 1o obocobeHu
nosunuu Ne 5, 6, 7. 19, 23, 41, 51, 59, 62, 80, 109, 114, 3a kouTO Ob/KMMAra cyma B CbOTBETCTBHE C
npuiaoxenne Noe 2 kpM J10KyMeHTanmsTa € B pasMep Ha 6 140,30 (mect xunsam cTo M YeTHpHAECET
neBa M TpHAECeT CT.). YYaCTHHKBT MpPABHIHO € IIOCOYMI OB/UKMMHTE CYMH B CHOpaBKa 3a
[peJcTaBeHara rapaHius 1no no3uuuu. B npeacraBeHara rapaHuus, obave, e 3anucaHo, 4ye OaHkara
rapasTHpa 3ab/UKEHHETO Ha y4acTHHKa B pasmep Ao 550,21 (mercrotuH M metaecer jiesa u 21 cT.),
KakTO M 4¢ CC¢ 3a1b/kaBa Aa IulaTuM He3abaBHO rapaHumonsara cyma mo 550,21 (nercrotmH H
netaecer nesa u 21 cr.). Buano oTr ropHoTo,cyMara e 3HAYMTENHO IMO-MaiKa, a CBIJO Taka He
CBLOTBETCTBA HUTO Ha o01ara CyMa, HHUTO Ha CyMara 110 OTASITHHUTE IMO3HIIHH.




11.2. Tlo o6ocoGena mosuums Ne 51 e mpeacraseno paspemenue 3a ymorpeba or 2010 r, ¢
KOETO ce MOJHOBSBA paspelleHHe 3a ymorpeba 3a CPOK OT MeT TOJMHH, Karo BaTHIHOCTTa MYy €
U3TEKIIA.

Jluncear JOKYMEHTH H JI0Ka3aTelICTBa, 4€ YH4aCTHHKBT HMa BaJIMIHO pa3spCUICHHE 3a yncrrpeﬁa
I10 [1oco4YeHara rnmo3suiuA.

11.3. [lo obocobenn mo3umuu Ne 23 JUICBA: OTOPH3ALMOHHO MHCMO, B CBOTBETCTBHE C
usuckpanuara Ha T. 1.7. 1.1. OT JIOKyMeHTalMsATa 3 y4acTHe.

11.4. Tlo obocobGena mo3umus Ne 6 JMICBA: BaIMIHO paspemieHHe 3a ynorpeba Ha
NeKapCTBEHHTE MPOJYKTH, H3ianeHo no peaa Ha 3JIIIXM wmu na Pernament (EO) Ne 726/2004r. nHa
Esponeiickus napiavent i Coera /a1, 23, an. 1 ot 3JITIXM/ 1 onobpena kpaTka XapakTepuCTHKA Ha
npoayktute. B ciyuaii Ha M3THYAHE HA CPOKA HA PaspeleHHeTo 3a ynoTpeda Ha JTeKapCTBEH NPOAYKT
npe3 nepuoja 2015-2016 r., y4acTHHKBT Clie/iBa Ja AEKIapupa, B CHOTBETCTBHE C 4L 55, an. 6 or
3JITTXM, e KOIHUECTBATA 3a JISKapCTBEHUSA NMPOAYKT Ca HATHYHH 3a CpOKa Ha JJ0rOBOpa.

11.5. [lo oGocobena nmo3uuus Ne 6 nuncear: JOKYMEHTH 3@ JOKa3BaHE Ha HM3UCKBAHETO 3a
NMPUTEKAHUE HA cucTeMa 3a ynpasienne Ha kagectsoro [SO 9001:2008 mm exBHBANICHTEH C obxsar
CXOJIEH ¢ Mpe/IMeTa Ha MOPbYKaTa Ha HMETO IIPOU3BOIUTEIIS € CaMO Ha UYIiKIl €3HK.

12. Thomx Ne 1 “JlokymenTH 3a mnoabop” or odeprara na yuactauka AJITA
OAPMACIOTHKLJIC* EOOJL:

Komucuara ycranosu, 4e B mwmk Ne 1 ,JlokymenTtu 3a noabop™ y4acTHHKBT MMa JIMICAa HA
JIOKYMEHTH 1 HEPeIOBHOCTH B CHOTBETCTBUE C H3HCKBAHUSATA HA BH3JIOKHUTEIIA, 8 HMEHHO!

12.1. Ipencraserute 1o obocobena nmosuius Ne 8 JOKyMEHTH 3a I0Ka3BaHe Ha H3MCKBAHETO 32
NPUTEKAHNE HA CHCTEMA 3a ynpasicHue Ha kadectsoro ISO 9001:2008 mm exsupanenTen ¢ obxsar
CXOZICH C Mpe/IMETa Ha [OPHYKATa Ha HMETO Ha IPOM3BOIMTENS € CaMO Ha YYIKI e3HK.

Cwriacuo T. 5 ot Pazzen VI ako B odeprara ca BKIIOUEHH JOKYMEHTH Ha YY1 €3UK, TC Cle1Ba
1@ ca MPHAPYIKEHH ¢ IPEBOJ Ha ObJIrapCKH €3HK.

12.2. He e npejcraBeH JIOKYMEHT 3a BHECEHA rapaHIHA 3a yyacTHe 3a 000cobOeHa Mo3HIus Ne
30 ¢hITIACHO M3HMCKBAHUATA HA BB3/I0KHTEIIA.

Chriacno JOKyMEHTAIHATA 32 YYacTHe rapaHiliaTa 3a yJacTHe ce MPENCTaBd 4pe3 MpHarae
KbM oepTaTa Ha OPUTHHAT WIIH 3aBePeHO KOMHe Ha BHOCHAaTa Oesexka (ILIaTeXHO HapeKIaHe) Wi
HEOTMEeHHMa 1 Ge3yciloBHA GAHKOBA rapaHLys B OpHrHHAN B nonsa Ha "Crenuanusupana OonHHNA 32
AKTHBHO JeueHne Ha oHkonornysu 3abomssanus — Codus obmact" EOOJI, nokpusama cpoka Ha
BanuAHOCT Ha ofeprara, B pasmep Ha 1% OT CTOAHOCTTA HA BCAKA €IHA OT OTACIHHTE o6ocobenn
no3unuy (curmacHo Ipusoxkenune Ne 2 KbM JOKyMeHTanusATa). ['apaniuuara 3a yqacTue MmpeacTaisisa
cGopa OT rapaHmuuTe 0T 000COOEHHTE MO3MIMH 33 KOATO YYaCTHHKBT I107aBa opepra. YUaCTHHKBT
u3bupa cam Qopmara Ha rapaHnmsTa 3a yyactue. llpw mpencraBsHe Ha rapaHUMATa C IMJIATEXHO
HapekiaHe win OAHKOBA rapaHIMs, B TAX H3PUYHO Ce I10COYBA IPEIMETHT HA MOPBHYKATA H HOMEPBT
Ha o0ocobeHara 1ro3uims, 3a KoATo ¢€ IpeACTaBs rapaHiuuATa.

V4acTHHKBT € TpeAcTaBiy OAHKOBA rapaHIlMs, Karo € MOCOYHII KaKTO 0Bb0ocoOEeHUTE TTO3UIIUH,
TaKA M CHOTBETHATA CyMa 110 Beaka obocobena mosuuus. Cymara no obocobena mosuims Ne 30, ATC
LO1XEO3 Erlotinib, cbriacHo 6aHkoBaTa rapaHiis H moapoOHO onucaHara "pa3OuBka" Ha CyMHUTe € B
pasmep Ha 2782,83 (aBe XMISAM CEJEMCTOTHH OCEMIECET M JBA JIeBa M OCEMAECET H TPH or):
Cwrmacuo Tpuioxkenie Ne 2 KbM I0KYMEHTALUATA FAPaHIHATA 32 ydacTHe no obocobena mosuums Ne
30, ATC LO1XEO03 Erlotinib e B pasmep Ha 3228.44 (Tpm Xujsad JBeCTa ABAACCET H OCEM Ji€Ba H
GETUPHACCET H YCTHPH CT.).

12.3. I1o o6ocobena nozuuus Ne 28 e mpeacraseHo paspemienue 3a ynorpeda or 14.01.2010 r,
Kato BATMAHOCTTA MY € M3TeKJIa.




Jluncsar 10KYMEHTH H JI0Ka3aTe/cTBa, Y€ YYaCTHUKBT MMa BAIUIHO paspelleHue 3a ynorpeba
I10 [IOCOYEHATA TTO3HILISL.

III. C ornex Ha ropHOTO KOMHCHATA PelIM Ja H3HCKA JIMIICBALIWTE MOKYMEHTH W TE3M 3a
OTCTpaHABAHE HA KOHCTATHPAHUTE HECHOTBETCTBUS C KPHTEPHHUTE 3a MoAOOP MM C APYTHd U3UCKBAHUS
Ha BB3JIOKHTENS OT CIAIHUTE YUACTHULIH:

1. ,,CAPMAIIPO* OO/. kakTo ciaessa:

L.1. Konue Ha cepTH(HUKAT, M3JaZeH OT AKpeJMTHUPAHH JMLA 3a BHEApPEH CTaHIapT 3a
ynpasienue Ha kadectBoTo ISO 9001:2008 niv exBUBaIeHTHH MEPKHU 3a OCHIYPSIBAHE HA KaueCTBOTO
Ha UMETO Ha MPOU3BOINTENS, IPEATOKEH OT YUaCcTHUKA 32 000co0enH mosuimu 32.

2.2. OnoGpena KpaTka XapakTepUCTHKa Ha IPOAYKTHTE 10 000cobena mosumus Ne 32.

2. .CODAPMA TPEUJIMHI“ AJI. KaKTO cie/Ba:

2.1. JlokasarejacTBO 3a HM3BBPIIEHHUTE MIOCTaBKH, BKIMOYEHH B cnuchkka no 1. 1.6.1.1. or
nmokymeHTanuara: JlokasareicTBo 3a H3BBpIIEHAa JOCTaBKa ce TpeAcTaBs mmox ¢opmara Ha
YAOCTOBEpEHHE, H3/Ia/€HO OT IOoJydarels MM OT KOMIIETEHTEH OpraH, WM 4Ype3 IOCOYBaHe Ha
IyOJIMYEH PErHCTLP, B KOUTO € MyOauKyBaHa HHGOpMaLus 3a I0CTaBKaTa.

2.2. Bazuano paspemenue 3a ynorpeba no obocobenn mosunuu Ne 23, 28, 30, 31,32, 45, 50,
88, 135, BKMIOYMTEIHO JOKYMEHTH H 10KA3aTe/ICTBa, 3a BAJIMAHOCTTA HA pa3pelleHHeTo 3a ynorpeda
10 TOCOYEHHTE MO3HIIHH.

2.3. ITo obocobenn nosunuu Ne 17, 34, 46, 103, 114, 184: nokyMeHTH M JOKa3aTeJCTBa, 4e
YYACTHHUKBT HMa BAJIM/IHO pa3pelIeHHe 3a ynoTpeda Mo NOCOYESHUTE B [O3HIIHH.

2.4. Tlo oGocoGena mosmusa Ne 43: TOKYMEHTH H JOKAa3aTeJICTBa, Y€ YYaCTHHKHT HMa BaJHIHO
paspelienue 3a ynorpeda mo mocoueHara Mmo3uLHUs; IPeBo/l Ha NPEACTABEHOTO pa3pelleHH e,

2.5. [lo obocobena nosunus Ne 68, 72: eanuono paspewenue 3a ynompeba na 1ekapcmeenume
npooykmu, usoaodeno no peoa na 3JIIXM uru Peenamenm (EO) Ne 726/20042. na Eseponetickus
napnavenm u Cwveema /un. 23, an. 1 3JIHIXM/. B cayuail Ha usmuvane cpoka Ha paspeuwienuemo 3a
ynompeba npes nepuoda 2015-2016 2., ysacmuukvm caredéa 0a 0eKaapupa, 6 Cbomeemcmeue ¢ 4.
35, an. 6 3JIIIXM, ue ronuuecmeama 3a NEKApCMEEHUA RPOOYKM ca HAIUYHU 34 CPOKA HA
dozoeopa.

2.6. ITo 00ocoOena nozuuus Ne 34: onoOpeHa KpaTka XapakTepHCTHKA.

2.7. Ilo obocobenu nosummum Ne 42, 50, 70, 100, 141, 145: oTOpH3aUMOHHO MHCMO, B
CHOTBETCTBHE ¢ M3nckBannaTa Ha T. 1.7. 1.1. o mokyMeHTaLusTa 32 yyacTue.

2.8. [lo obocobennte nosumuu Ne 50, 119, 135, 145: cnuchk Ha JOKYMEHTHTE.

2.9. Konue na ceprudukaT, M3AaneH OT aKpeJAMTHPAHU JMIA 3a BHEOPEH CTaHOApT 3a
ynpasnenune Ha kauectBoro ISO 9001:2008 mam exBHBaJeHTEH WM EKBUBAJEHTHH MEPKH 3a
OCHUTypsiBAHE HA KAaYeCTBOTO HA MMETO Ha IPOM3BOIMTENS, MPEIOKEH OT YYaCTHHKA 3a 060cobeHH
nosuimy 2, 3, 4, 10, 11, 14, 15, 16, 17, 18, 20, 23, 24, 25, 26, 28, 29, 30, 32, 33, 35, 36, 38, 39, 42, 43,
44, 46, 47, 48, 49, 50, 53, 54, 59, 60, 63, 67, 68, 69, 70, 71, 72, 75, 77, 78, 80, 87, 88, 100, 101, 102,
103, 113, 114, 119, 120, 121, 122, 125, 129, 134, 135, 136, 139, 141, 145, 146, 160, 168, 178, 179,
185.

3. . TOI XOCHUTAJ CHLPBUC* A1, xakTo caeasa:

3.1. Konue Ha OTOpPHM3alMOHHO IMCMO, B CHOTBETCTBHE C HM3MCKBaHHATAa HA T. 1.7. 1.1. oT
AOKYMEHTALMATa 3a yuacTHe, 3a 00ocodena mosumus Ne 33, 36, 42, 43.



3.2. [lo oGocoGena mo3unus Ne 36,42,43: TOKYMEHTH M JOKa3aTesICTBa, Y€ YYaCTHHKBT UMa
BAJIMJIHO paspellieHie 3a yrorpeda 1o mocoYeHuTe MO3HIUH.

3.3. Konue na cepruduKar, H3gaZeH OT aKpeAMTHPaHW JHUA 3a BHEAPEH CTaHIapT 3a
ynpapienue Ha kauectsoro [SO 9001:2008 nin exBHBaICHTHH MEPKH 33 OCHIyPSABAHE HA KAY€CTBOTO
Ha UMETO Ha MPOM3BOINTENs, IPSUIOKEH OT y4acTHHKa 3a 060cobenu nosuuuu Ne 33, 36, 42, 43,75.

4. THLPI'OBCKA JIUTA — HAIT* AJI. kakTo cie/Ba:

4.1. Tpesoa Ha ObArapcKu e3MK Ha IPEICTAaBeHHTE N0 06ocobena mosunus Ne 155 noxymeHTH
33 JOKa3BaHEC HA H3HCKBAHETO 3a MPHUTE)XKAHWE Ha CHCTeMa 3a YIPaBJI€HHE Ha Ka4yeCTBOTO MHJHM
eKBUBAJIEHTeH - cepTu(uKarT, U3JajeH OT aKpeIUTHPAHH JTUIIA 32 BHEIPEH CTaHIapT 3a yNpasJeHHe Ha
kauectBoTo 1SO 9001:2008 miM eKBHBAJCHTHH MEDKH 3a OCHIYpsBaHE Ha Ka4eCTBOTO Ha HMETO Ha
IIPOM3BOIHTESA, IIPEUIOKEH OT Y4aCTHHKA.

4.2. Tlo o6ocoGena mosumus Ne 155: oTOpH3aIMOHHO IMHCMO, B CHOTBETCTBHE C U3UCKBAHUATA
HaT 1.7. 1.1. OT IOKYMEHTALKATA 3a y4acTHE.

5. MEJEKC* OO/l. kaKTo ciesa.

5.1. Ilo o6ocobenn mozumuu Ne 73, 74, 120, 121, 138, 148: oropH3allMOHHO MHCMO, B
CHOTRETCTBHE ¢ M3uckBanusaTa HA T. 1.7. 1.1. OT JOKyMEHTAIUATa 33 Y4acTHE.

5.2. Konue na ceprudukar, u3fageH OT aKpeJIWTHPAHH JMIa 3a BHEAPEH CTaHIapT 3a
ynpagienue Ha kagectsoto ISO 9001:2008 wam eKBHBATICHTHH MEPKH 32 OCHTYpsIBaHE Ha KaueCTBOTO
HA HMETO Ha MPOM3BOANTEIS, Pe/UIOKeH OT yuacTHHKa 3a 000co0eHH mosuuuu Ne 2, 7, V2002127,
31, 32, 34, 39, 41, 45, 47, 50, 51, 52, 56, 57, 59, 62, 63, 64, 66, 67, 68, 69, 72, 73, 74, 77, 78, 79, 80,
86, 98, 99, 100, 101, 103, 104, 106. 108, 110, 114, 120, 121, 138, 140, 146, 148, 158, 168, 175, 180,
181, 195, 196, 198, 200, 201, 202, 203, 204, 205, 206, 207, 208, 209.

5.3. Ilo ob6ocobena mosmmms Ne 2, 7, 31, 32, 39, 41, 52, 62, 57, 91: HOKyMEHTH H
JIOKA3aTeNICTRa, Ye YYAaCTHUKBT MMa BAIMIHO paspelleHue 3a ynorpeba Ha NEKapCTBEHHTE IPOMYKTH,
uzsazeno 1o pena Ha 3JIIIXM umm ma Pernament (EO) Ne 726/2004r. na EBponefickus napiaMeHT U
Coeeta /un. 23, an. 1 na 3JIIIXM/ no nocoyeHUTe MO3UIIHY.

6. . PAPMHET* AJI. KaKTO clieaBa:

6.1.1. Jlexnapauus o wi. 47, an. 9 or 3011 no obpasen oT ynpap/igBallus ¥ MPEACTaBISABALL
YUYaCTHHUKA CHITIACHO aKTyajlHara My perucrpanms,

6.1.2. Jlexnapaius 3a JMIica Ha CBBP3aHOCT C APYT YYAaCTHHK B CBOTBETCTBHE € WI. 55, all. 7,
KAKTO M 3a Jiurca Ha oOcrosTenctsoro no 4l 8, an. 8, . 2 or 30I1 no obpasen ot ynpas/isBamms 1
MpeacTaBIsgBall YYaCTHHKA CBIVIACHO aKTYaJIHaTa My PErHCTpaLus;

6.2. Konme Ha cepTH(dHMKaT, HM3DaJeH OT aKpPeAWTHPAHW JHMIA 3a BHEAPEH CTaHIapT 3a
yrpasinedne Ha kagecTBoTo ISO 9001:2008 vm eKBUBAICHTHH MEPKH 3a OCHUTYPABAaHE HA Ka4YeCTBOTO

HA UMETO HA [IPOM3BOJINTEIS, NPEVIOKEH OT ydacTHHKa 3a obocobenu mosumuu Ne 4, 25, 26, 28, 30,
32, 35, 38, 49, 67.

6.3. [IpeBon na OBLATapcKd €3MK HA MNPEICTABEHOTO KONMWE Ha BAJMIHO pa3pellicHHE 3a
yrnorpe6a Ha JeKapCTBEHHTE MPOAYKTH, H3gazeHo 1o peaa Ha 3JIIIXM uinu na Permament (EO) Ne
726/2004r. na Esponeiickis napnament u Cesera /4m 23, an. 1 ma 3JIIIXM/ 3a 06ocobern mosummu
MNe 11, 17, 57, 59.

6.4. ITo obocobena mosuuus Ne 35 e npencraseno e Pemenne Ha Komucusita or 03.08.2009 r.
3a W3JaBaHe Ha pa3pellleHHe 3a MyCKaHe Ha Ma3apa ChITTACHO Pernament (EO) Ne 726/2004r. Ha
Esponefickna napnament 1 CbBeTa, KaT0 BAIHIHOCTTA MY € M3TEKIIa.




JIumcsar JOKYMEHTH H J0Ka3arejICTBa, 4€ YHaCTHHKBT HMa BaJIMIHO Pa3pelICHUE 3a YHOTpe6a
[0 IMOCOo4Y¢cHATa MO3HIMA.

6.5. CbriacHo JOKYMEHTALHATA 32 Y4YacTHe YyacmHukbm mpsbea Oa uma 6anUOHO
paspewenue 3a ynompeba Ha nexapcmeenume npooykmu, uzdadero no peoa na 3JIIXM wru na
Peznamenm (EQ) Ne 726/2004¢. na Esponetickusa napramenm u Cveema /un. 23, an. 1 om 3JIIIXM/ u
00obpena Kpamka Xapaxkmepucmuxa Ha npooykmume. B cayuait na usmuuane na cpoxa Ha
paspewenuemo 3a ynompeba wa nexapcmeer npodykm npe3 nepuooa 2015-2016 2., yuacmuuksm
cnedsa oa Oexknapupa, ¢ cvomeemcmeue ¢ 4a. 35, ar. 6 om 3/IIIXM, ue Konuuecmeama 3a
JIeKApCmeeH A NPoOYKNt ¢ HAAUMHU 3@ CPOKA HA 002060Da.

ITo oGocobena no3urms Ne 22 e mpenctaBeHo Pemenue 3a ynorpe6a Ha ekapeTBeH MpoayKT Ne
14224 or 02.08.2011 r., Buucano mox Ne 20110471 ot 02.08.2011 . cbc cpok Ha BaTHMAHOCT 5 I. OT

JaTara Ha BITHCBAHETO.

Jluncea nekmapaimys OT Y4YacTHHKA B ChOTBeTcTBHE ¢ wi. 55, am. 6 ot 3JIIXM, ue
KOJIMYECTBATa 3 JIEKAPCTBECHUS IIPOAYKT Ca HAJIMYHH 3a CPOKa Ha J0roBOpa.

7. MAPUMIIEKC-7,, EOO/L. kaKTo cle/Ba;

7.1. Opurunan sa Odgepra, nzroreena no odpazern (IIpunoxenne No 1 kbM HOKyMeHTanusTa 32
yuacthe) — 3a 060cobenn moszumuu Ne 39, 45, 47,

7.2. Komme Ha ceprudukar, H3AaAeH OT akpeAWTHUPaHH JMLA 3a BHEJPEH CTaHIapT 3a
ynpasienue Ha kauecTBoTo [SO 9001:2008 min eKBUBANEHTHH MEPKH 33 OCHTYPsSIBAHE HA KayeCTBOTO
HA HMETO Ha [IPOH3BOHTE IS, IPEUIOJKEH OT yJacTHHKA 3a 000cobeHu nmo3urmu Ne 45,

8. .. ObOHUKC ®APMA* EQO/L. KaKTo CJIe/Ba;

8.1. Komme Ha cepTH(UKaT, HM3MaNeH OT aKpeJAUTHPAHH JIMLA 32 BHEJAPEH CTaHIapr 3a
yrnpasienre Ha kagecteoro ISO 9001:2008 wunm exBuMBaJeHTEH HAa HMMETO Ha IPOM3BOIMTEIIA,
MpeIIoKeH 0T y4acTHIKa 3a 0bocobenn mosumun Ne 2, 25, 26, 28, 30, 38, 46, 49, 50, 52,54, 57, 58, 81,
91, 95, 111, 114, 116, 117, 120, 121, 122, 126, 129, 132, 137, 138, 148, 152, 154, 157, 159, 163, 164,
169, 177, 182, 186, 187, 188, 189, 190.

8.2. IlpeBox Ha ObJIrapCKM €3MK Ha NPEACTABEHUTE 10 000co0eHu nosuuuu Ne 7, 9, 14, 16, 18,
19, 27,55, 71, 75, 85, 97, 103, 105, 125, 146, 147, 156 10KyMEHTH 3a JAOKa3BaHe¢ Ha M3MCKBAHETO 3a
MPUTEKAHUE HA CHCTEMA 34 YIIPABJIEHHE HA KA4E€CTBOTO MM €KBUBAJICHTEH - CepTU(HUKAT, H3aJeH OT
aKpelMTHpAHK JMI[Aa 34 BHEAPEH CTaHAapT 3a ymnpamleHHe Ha KadectBoto ISO 9001:2008 wnmm

€KBHBAJICHTHH MEPKH 34 OCHUI'YpPABAaHE HA Ka4€CTBOTO HA MMETO Ha IIPOH3BOAMTEIIA, IIPEIJIOKEH OT
Y4aCTHHEKA.

8.3. ITo oGocoGenu mo3umu Ne 50, 52, 95, 111, 114, 116, 117, 120, 121, 122, 126, 129, 132,
137, 159, 163, 164, 182. 188, 189, 190: saruono paspewenue 3a ynompeba Ha nexapcmeenume
npodyxmu, uzoadeno no peoa na 3JIXM wuru na Peanamenm (EO) Ne 726/2004e. na Eeponeiicxus

napramenm u Cweema /un. 23, an. 1 om 3JIIIXM/ u ooobpena kpamxa xapakmepucmuxa Ha
npodykmume. B cayuail Ha usmuyane HA CPOKA HA paspewiexuemo 3a ynompe0da HA NeKapcmeeH
npooykm npes nepuooa 2015-2016 2., yvacmuuxvm ci1e06a 0a 0eKAapupa, 6 Cbomeemcmeue ¢ 4. 3J,
an. 6 om 3JIIIXM, ye konuvecmeama 3a 1ekapcmeeHus NPOOYKM €a HAlUYHU 3a CPOKA Ha 002060pd.

8.4. I1o 006ocobenn nozuumu Ne 50, 52, 95, 114, 116, 117, 120, 121, 122, 126, 129, 137, 163,
164, 182: oTopH3alHOHHO MHCMO, B CBOTBETCTBHE ¢ H3HCKBaHHATa HA T. 1.7. 1.1. OT JOKyMEHTaUUATA
3a y4JacTHe.

8.5. Ilo o0ocobenn mosunmmu Ne 10, 28, 35, 40, 63, 80, 98, 139, 193: nokasarencrsa, 4e
YYaCTHHKBT HMa BJIH/IHO pa3pelieHue 3a ynorpeba u JeKiapalus B CbOTBETCTBHE C W 55, al. 6 0T
3JIIIXM, 4e KonuyecTBara 3a JCKapCTBEHHA MPOAYKT Ca HATHYHMU 33 CPOKA HA JI0rOBOPa AKO0 CPOKbM
na paspewenuemo 3a ynompeba uzmuya npes nepuoda 2015-2016 2.




8.6. [1o obocobenu mo3uuuu Ne 32, 47, 87: aekaapauusi 0T y4aCTHHKA B CbOTBETCTBHE ¢ WL
55, an. 6 or 3JIIIXM, ue KOJM4YECTBATA 32 JIEKAPCTBEHHS MPOIAYKT €a HAJHUYHH 32 CPOKA HA
JA0T0BOPA.

8.7. Ilo o6ocoGenu nosuuuu Ne 105, 177: onoGpeHa Kkparka XapakTepHCTHKA Ha MPOAYKTUTE.

9. .EKODAPM* EOO/I. xakTo cienpa:

9.1. JlokymMeHT 3a BHECCHaA rapaHLHs 3a y4acTHE, B CBHOTBETCTBHE ¢ HM3HCKBAaHHATA Ha
BB3JIOMKHUTES.

9.2. Ilo obocoGena mosumms Ne 51: mokasarencTsa, 4e Y4aCTHHKBT MMa BaJIHIHO paspelleHHe
3a ynorpeba M JeKiaparisi B ChOTBeTCTBHE ¢ wi. 35, am. 6 ot 3JIIIXM, uwe konuyecrBara 3a
JIEKapCTBEHUSI MPOIAYKT Ca HAJMYHM 3a CPOKA Ha J0rOBOpa aAKO CPOKbM HA paspeuleHuemo 3da
ynompeba uzmuya npes nepuooa 2015-2016 e.

9.3. Ilo obocobena mosuums Ne 23 JHIOCBa: OTOPH3AaLMOHHO IIHCMO, B CBHOTBETCTBHE C
M3UCKBaHHATAa HA T. 1.7. 1.1. OT JOKYMEHTalusTa 3a y4acTue.

9.4. TTo oGocoGena nmosuumsi Ne 6: BaaMJHO paspelleHHE 3a ynorpeba Ha JIEKAPCTBEHUTE
NpOayKTH, u3aazeHo mno peraa Ha 3JIIIXM umm Ha Permament (EO) Ne 726/2004r. va EBponeiickus
napaamenT 1t Ceera /w1, 23, an. 1 ot 3JIIIXM/ u ono6peHa kpaTka XapakTepHCTHKA Ha IPOAYKTHTE. B
cllyyal Ha M3THYAHE HA CpOKa Ha pa3perieHHeTo 3a ynorpeba Ha JieKapCTBEH MPOMYKT Mpe3 mepuona
2015-2016 r., ygacTHHKBLT cleiBa aa JAeKjJapupa, B CLOTBETCTBHe ¢ Wi. 55, am 6 ot 3JIIIXM, ye
KOJIMYeCTRATA 32 IEKAPCTREHHUS TIPOAYKT €a HATUYHU 33 CPOKa Ha JIOTOROpA.

9.5. 1o o6ocobena nosuums Ne 6: JOKYMEHTH 3a 0Ka3BaHE Ha U3UCKBAHETO 3a MPUTEKaHHE Ha
cucrema 3a ynpasiaenue Ha xadectBoto [SO 9001:2008 i exBuBaJICHTHH MEpPKH 3a OCHIYpsBaHe Ha
Ka4ecTBOTO ¢ 00XBaT CXOJeH ¢ MpeaMeTa Ha MopbhYKara Ha MMETO MPOU3BOAMTENS € CaMO Ha WYX
€3HK.

10. “AJITA PAPMACIOTHKBJIC* EOO/. xakTo ciejsa:

10.1. [Tperox Ha Gbarapcku e3uK Ha NpeacTaBeHuTe 110 060cobena moszuuus Ne 8 1oKyMeHTH 3a
JOKa3BaHe Ha M3MCKBAHETO 3a NpPUTEKaHHWE HA CUCTEMAa 3a YIpaBlIeHHe Ha KayeCTBOTO WM
eKBHBAICHTEH - cepTH(HKAT, H3aAeH OT aKpeIUTHPAHH JIMIIA 3a BHEIPEH CTAHIAPT 3a yNpaBJeHHe Ha
kagecTBoTO [SO 9001:2008 MM ekBUBaJIeHTHH MEpPKH 3a OCHIYpsBaHe Ha Ka4eCTBOTO HA HMETO Ha
IPOU3BOIMTEIS, MPEIOKEH OT YYaCTHHKA.

10.2. JloxymeHT 3a BHeceHa rapasius 3a ydyactue 3a obocoOena nosurus Ne 30 ceriacHo
H3HUCKBAHHATA HA BB3JIOKHTEIIS

10.3. I'To 0o6ocobena nozuums Ne 28: JOKYMEHTH H J0KA3aTelICTBa, Y€ YYaCTHHKBT HMa BaJIHIHO
paspemeHue 3a yrnorpeba 110 Hoco4eHara MO3HLIUA.

Komucusra onpenens cpok oT 5 /mer/ paGoTHH QHHM, CYMTAHO OT Jarara Ha MOJydYaBaHe Ha
MPOTOKOJA, 3a NPEACTABSIHE OT YYaCTHUIIUTE HA JIMICBAIMATE JOKYMEHTH M T€3H 3a OTCTPaHsABAHE HA
KOHCTaTHPaHUTEe HECHOTBETCTBHSA C KPHTEPHHTE 3a MOAOOD MJIM C APYTH H3HCKBAHUS HA BB3JIOKHTEIS
B K Ne 1 "JlokymenTtH 3a noabop".

Ha ocuopanue usn. 68, an. 7 or 3011 Komucusita 1me yBeoMu y4aCTHHUIIUTE, KATO UM H3IIPATH
HACTOSIIIMS [TPOTOKOJ C KOHCTATAllMUTe 3a ChOTBETCTBHE C KPUTEPUHTE 3a MOAOOp, MOCTABEHH OT
BB3JIOXKHTE B IPEICTABCHUTE OT TAX A0KyMeHTH B ik Ne 1 "JoxymeHTH 3a moadop".
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